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U.S. EXPORT OF BANNED PRODUCTS

TUESDAY, JULY 11, 1978

House oF REPRESENTATIVES,
CoymmEercE, CONSUMER,
AND MONETARY AFFAIRS SUBCOMMITTEE
oF THE CoMMITTEE 0N GoOVERNMENT OPERATIONS,
Washington, D.C.

The subcommittee met, pursuant to notice, at 10:05 a.m., in room
2247, Rayburn House Office Building, Hon. Benjamin S. Rosenthal
(chairman of the subcommittee) presiding.

Present : Representatives Benjamin S. Rosenthal, Robert F. Drinan,
Henry A. Waxman, Garry Brown, and Tom Corcoran.

Also present : Jean S. Perwin, counsel ; Eleanor M. Vanyo, assistant
clerk; and Henry C. Ruempler, minority professional staff, Commit-
tee on Government Operations.

OPENING STATEMENT OF CHAIRMAN ROSENTHAL

Mr. RosentHAL. The subcommittee will be in order.

Last spring, this subcommittee held hearings on the Consumer
Product Safety Commission’s decision to ban Tris-treated children’s
sleepwear from the domestic market because of mounting evidence
that the flame retardant would cause cancer in children exposed to it.

Since the ban required sleepwear manufacturers to repurchase dis-
tributed garments, questions were raised about the disposition of sleep-
wear inventories which no longer could be sold in the United States.

Following the ban, the Consumer Product Safety Commission as-
sured the subcommittee that little, if any, Tris-treated sleepwear was
being exported. Subsequently, the subcommittee learned that at least
$5 million worth of Tris-treated sleepwear was being exported, and
that until recently no action was taken to prevent it.

Following 8 months of subcommittee investigation, it became clear
that the export problem was not confined alone to the Consumer Prod-
uct Safety Commission’s experience with Tris.

The Environmental Protection Agency and the Food and Drug
Administration also faced similar difficulties regarding the exporf
of banned pesticides and drugs.

The subcommittee’s investigation revealed serious problems in ex-
port policy affecting banned produects.

First, that in addition to Tris-treated sleepwear, other consumer
products, pesticides, chemicals, and drugs banned by U.S. regulatory
agencies are exported all over the world.

(1)
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Second, that there is no recognizable, uniform approach to export
olicy in this area. Each agency acts under different and often conflict-
ing statutory mandates. _

EPA’s statutes require notification to foreign governments; FDA's
and CPSC’s do not. EPA can collect data regarding export volume;
the others cannot. The Commerce Department cannot impose export
controls without a State Department determination.

Third, that the amount of exports of banned products, although dif-
ficult to pinpoint precisely, is significant. For example, over 6 million
pounds of canceled or suspended pesticides were exported in 1976. In
addition, 25 million gallons of DDT were exported last year.

Consumer products which were banned by CPSC were exported
both after the ban was proposed and after it became effective.

For example, the CP..J%(_‘ proposed a ban on June 30, 1977, on baby
pacifiers which caused choking deaths in infants. Following that pro-
posal, over 500,000 of these pacifiers were exported.

‘While most manufacturers had redesigned their pacifiers by the
February 26, 1978, effective date, at least one manufacturer continued
to export banned pacifiers.

There exists a remaining inventory of at least 40,000 banned paci-
fiers which could legally be exported under the current Federal Haz-
ardous Substances Act provisions.

Fourth, that notification where required to foreign governments of
agency actions by the State Department and the agencies, has been
inadequate. At the present time, notification is haphazard at best—
and nonexistent at worst.

Fifth, we are faced with the question of what U.S. policy in this
area should be, If a product is too hazardous for Americans to use,
should we permit its export? How do we handle the problem of risks
assessed differently by other countries?

These hearings will attempt to focus on these problems and con-
sider appropriate solutions.

Our first witness is Esther Peterson, the very distinguished Special
Assistant to the President for Consumer Affairs.

We are very pleased and honored that you could be with us this
morning, and we are delighted you have shown such a very serious
and real concern with this subject matter.

We will be pleased to hear your testimony.

STATEMENT OF ESTHER PETERSON, SPECIAL ASSISTANT TO THE
PRESIDENT FOR CONSUMER AFFAIRS; ACCOMPANIED BY ED-

WARD COHEN, SPECIAL COUNSEL; AND EDWARD HEIDEN, PROJ-
ECT COORDINATOR

Ms. Pererson. Thank you, Mr. Chairman.

I am very pleased to be with you.

I must say that I think you outlined in your introductory remarks
the seriousness and the dimension of this problem. :

Therefore, I am more than pleased to be supportive of your efforts
in this regard. %

I view this issue—which may be of interest to you and Father
Drinan—as part of my enlarged authority at the White House. T think
it shows a growing concern of the consumer effect and the impact on
many of the decisions that are being made today.
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So it really pleases me to be able to be with you and to testify on
the exportation of hazardous products—those that have been banned
or whose distribution is limited by the U.S. Government.

T commend the subcommittee for convening hearings on this timely
issue.

I have recently returned from a trip to Japan. On numerous occa-
sions, representatives of various consumer organizations have ex-
pressed concern to me about potential hazards of products exported
from the United States and other countries.

I should say that althongh my most recent trip abroad was to Japan,
we have been receiving visitors from other countries. Tt is interesting
to me that in almost every delegation that comes to us, this is an issue
that is raised that is of growing concern.

The export of hazardous products was first raised as a prominent
public issue, as you stated—when the Consumer Product. Safety Com-
mission in 1977 banned the domestic sale of children’s garments treated
with Tris, a flame-retardant chemical strongly suspected of causing
cancer.

Many other exported products, having even more substantial eco-
nomic significance, also raise the problem—either actually or poten-
tially.

Export is currently permitted for several categories of hazardous
products banned in the United States, such as certain food dyes—Red
No. 2, cyclamate food sweeteners, pesticides, and certain foods, cos-

ics, drugs, and other consumer products.

Several factors suggest that this problem will grow in dimension
over the next several years because of the following things:

Substantial growth in world population, which can be expected to
| generate enormous demands for food., drugs. and new potentially
| hazardous pesticides carrying with them the danger of potential re-
sidual contamination of foods, milk, meats, and other products.

Acceleration of demand in developing countries for new U.S. tech-
nologies and manufactured consumer goods.

Mounting economic pressures for U.S. firms to increase exports.

And last—and perhaps most important in the long run—the Na-
tional Cancer Institute and others predict that the discovery of new
suspeet carcinogenic substances likely to be present in consumer prod-
siets will inerease significantly.

It was based on these past experiences, as well as the anticipated
future trends and this subcommittee’s coneern. which prompted the
formation of an interagency working group in May on the exportation
of hazardous materials.

The purpose of this working group is to assess the current state of
the law with respect to these exports, determine whether a new policy
to deal with the issue more uniformlv and consistently is needed. and
develop such a policy if a need is found to exist.

Included in the working group are the Departments of State,
Agriculture, Commerce, Energy, Health, Education, and Welfare’s
Food and Drug Administration, Justice, and Treasury; as well as
the Environmental Protection Agency, the Consumer Product Safety
Clommission, the Export-Tmport Bank, the Overseas Private Invest-
ment. Corporation. and several executive offices.

We have taken, as the focal point of our concern, products which
constitute a hazard to the health. safety. or ecosystem of the United
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States or of foreign countries, based on consumer usage rather than
worker or workplace exposure.

We are also interested in financing, loan, or guarantee arrangements
abroad involving the production or marketing of hazardous products.

Certain activities are not part of our inquiry because of their spe-
cial legislative history or because of unique problems that they raise,
such as alcohol, tobacco, firearms, and products or processes whose
primary purpose or use is national defense.

Also not included in this effort are products which are certified safe
for use in the United States but which may be subject to unsafe con-
sumption circumstances for those same uses abroad, such as infant
formula.

We have completed the first phase of our work, which was to define
the state of the law with respect to the export of hazardous products.

We found that of the laws that we have reviewed, eight are general-
ly permissive in allowing the export of products banned in the United
States. Three require some form of notification to the foreign govern-
ment. Three require approval by a foreign government prior to export.
Two authorize discretionary banning authority by the U.S. regulatory
agency. And two impose an outright ban on the export of products not
permitted for distribution in the United States.

In addition, we found that some agencies have systematic procedures
Ii;m-_dealing with exports, while others treat each case on an ad hoc

asis.

In addition, there are currently amendments pending to six statutes
to modify existing provisions relating to the exportation of hazardous
products. Most of the proposed amendments would tighten export
controls on hazardous products.

For the subcommittee’s convenience, T have attached a series of
charts which summarize the export provisions of the statutes which we
studied. That is attachment A. T think vou can see from the list how
complicated it is.

In addition, T am attaching a chart which categorizes each statute
based upon the type of export control provisions it contains. This is
attachment B. In that one, statutes are listed there in relation to the
export restrictions they contain.

This uneven treatment of exports has created ironic situations where
foreign governments pressure the United States for products which
are banned in the United States.

Depo Provera, for example, is an injectable contraceptive. Tests of
this drug have found that it causes breast tumors in dogs.

For this and other scientific reasons, the U.S. Government has re-
fused to approve the use of the drug as a contraceptive in the United
States. It is in strong demand, however, for family planning purposes
in many developing countries.

Only a few weeks ago, several foreign government representatives
testified before the House Select Committee on Pobulation. expressing
their desire to change the U.S. Government’s attitude and policy to-
ward export of Depo Provera which, although unacceptable for the
United States, would be important in their nations’ efforts to reduce
population growth rates and thereby help strengthen their own
nations’ economy and productivity.
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At the opposite end of the policy spectrum, other drugs, such as anti-
bioties, insulin, and drugs classified by the FDA as “old drugs”—
those prior to 1938—may generally be exported for any use, even if
prohibited for the U.S. use because of adulteration or misbranding.

All agencies in the working group agree that there is a need for more
uniformity of policy governing the exportation of products banned
in the United States.

Development of a uniform policy to meet the varying circumstances
that may arise is no simple task. It will require a careful balancing of
a variety of complex factors, many of which cannot be easily
quantified.

The working group is now exploring the major issues which must
be taken into consideration in developing a responsible policy.

First, a moral responsibility to limit the exportation of hazardous
products must be balanced with the right and willingness of a foreign
government to protect the health and safety of its citizens.

While President Carter has stressed human rights as a major theme
of his foreign policy, foreign governments have a sovereign right to
determine the health and safety standards and needs of their own

ople.

Should the U.S. Government dictate to foreign citizens what prod-
ucts they may or may not have? Does the United States have a special
responsibility when the administrative mechanisms of other countries
for deciding health and safety issues are inferior to ours, or even
nonexistent ?

Second, we must protect the health and safety of U.S. citizens. As-
sume, for example, that we adopt a nonrestrictive policy on exports of
hazardous products, such as a pesticide banned in this country. How
are we to control the reimportation of those products with a pesticide
residue into the United States?

If we allow the export of sleepwear treated with Tris, can we guar-
antee that those products will not be sent back to the United-States
with a new label ?

Third, differing economic, social, and cultural conditions in a foreign
country may suggest that a product whose use is banned or severely
restricted in the United States may be justifiable for use in that
country.

One possible example of this that I have already cited is the in-
jectable contraceptive Depo Provera.

Another more graphic example is the antibiotic chloromycetin. Its
use is severely restricted in the United States to a few serious diseases;
because for other infections which are prevalent in the United States,
the FDA believes its risks greatly outweighs its benefits.

In many other countries, however, the drug is widely used to combat
a variety of serious infectious diseases which are uncommon in the
United States.

Fourth, an export policy must take into account economic burdens
that the policy may impose.

In 1978, the U.S. balance-of-trade deficit for the first 5 months of
the year totaled $17 billion—the worst of any year on record.

A restrictive policy would exacerbate this problem through lost
sales. Such a policy could also adversely impact domestic manufactur-
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ing output, jobs, and costs. It could result in burdensome cost disad-
vantages placed on U.S. firms attempting to compete in foreign
markets.

The question naturally arises as to whether these costs should be
borne and who should bear them—particularly if U.S. multinationals
or foreign firms could undermine a restrictive policy by serving as an
alternate supplier under less burdensome conditions.

This latter possibility points to the fifth issue: Recognition of the
need to coordinate and cooperate with relevant international agencies,
organizations, and governments in data analysis, information sharing,
and the development of consistent, uniform policy approaches.

Sixth, an export policy must take into account the feasibility and
practicability of administering and enforcing the policy. Substantial
compliance and administrative costs could arise in attempting to as-
sure that correct procedures were followed for each shipment.

We have identified the state of the law and concluded that a uniform
policy should be developed. Certainly the bandaid approach of pairing
a law to regulate a specific product has proven insufficient.

The working group is now turning its attention to the questions of
what that policy should be, what additional data are needed to develop
it, and whether new legislative or administrative mechanisms are nec-
essary to carry out that new policy. We anticipate the work of the In-
teragency working group will be concluded by September.

The key interest of the executive branch in this area is in assuring
that problems are dealt with in a manner that truly reflects a sound
and consistent set of priorities and which balances the interests of all
concerned parties,

The problem is a very erucial one, and it is time now to act.

We look forward to working closely with the subcommittee in devel-
oping a responsible Federal policy in this area.

Mr. RosextaaL. Thank you, Ms. Peterson, for a very thoughtful
precise, and articulate statement.

In terms of a timetable, what do you see as a final development of
export policy?

Ms. Perersox. I would hope that we would have our committee re-
port and recommendations early in September.

Mr. RosextrAL. You mean the working group ?

Ms. Perersox. Yes. We hope that by then, we can have a negotiated
policy that is aceeptable. If not, we have to take it up to higher author-
ities, of course. But we are hoping to work this out.

Mr. RosextiaL. Do you think that the administration will be malk-
ing legislative recommendations in this area ?

Ms. Pererson. T think it depends on what we recommend. Tf legis-
lation is necessary. then we certainly will,

It is a little difficult for me at this stage of our study to prejudge
how that will be. But we will be ready in our working committee to
make what recommendations the working group puts forward. Tt is
a good working group. and it is working vigorously.

I am very pleased that the common denominator from all of these
agencies is that we must do something. That, I think, is a very. very
solid beginning,

Mr. RosextiAL. Congressman Drinan ?

5
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Mr, Drixay. Thank you, Mr. Chairman, and thank you. Ms. Peter-
son. :

If the Congress enacted the statute that applies to the FDA, would
any great w orldsh: 1king problem occur?

In your attachment 4\ you state that the United States Code speci-
fies that there shall be no exportation of products which eannot be
sold in the United States.

If we made a simple blanket rule like that, would any great tragedy
result ?

Ms. Perersox. It is diffieult for me to say “great tragedy.” I tried
to point out some of those obligations that we have to look at, because
it could be that there are many countries that need some of these drugs.

I have talked to a lot of Peace Corps people.

Mr. Drixax. We could put in there some type of an exemption, I
suppose, that somebody at the FDA—or someone somewhere—could,
in certain eircumstances, make an exception.

Wouldn’t that be a good, moral policy to put in? That if we say
they cannot be sold in the United States, by what——

Ms. Pererson. For myself, T would agree with you, that we need to
do something but that we have to be !v:]]lﬂ\ careful about this.

Mr. Drixan. You should bring the President to agree with you.

You can make the President agree with you—you are so ¢ harming.

Ms. Perersox. I want to be sure that it is the right thing to do.

Mr. DrixaN. Give me one reason why it isn’t.

Ms. Perersox. Let me give you an example.

Take bicyecles with reflectors. We do not want bic yeles sold in this
country without reflectors. For all the countries in the world, T am
not sure that is a necessary regulation.

Mr. Drivax. Some administrator would have that.

But I was thinking much more of the health area.

Ms. Perersox. If the country itself really feels that the advantages
are for them

I am thinking, again, of some of my Peace Corps children who have
told me about drugs that are very necessary for the kinds of infesta-
tions that are ]‘.'1(“-(‘1‘1( in some countries that we just never have in
this country.

So I do think that we have to work out a

Mr. Drixax. There is no reason why the pesticides won’t get on the
fruit that will come back here. There is no reason to believe that the
Tris-treated garments won’t come back here under another label.

So we are really protecting ourselves.

Ms. Perersox. This is exactly why I raised that as one of the issues
in the question.

1 assure you that we want to protect ourselves, and we want to pro-
tect foreign consumers.

Mr. Dm\ an. Could an Executive order from the White House at
least mqum\ every agency to give notice to a foreign government?
Could it also make every agency collect data nwaldmg the volume
and the nature of the exports?

Ms. Perersox. Yes. I think it could, but it wouldn’t cover the inde-
pendent agencies.

These are the kinds of things that we want to come up with, and we
want to work with you on that.
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Mr. Drivax. What do you mean by independent? It couldn’t reach
FDA ¢

Ms. Pererson. By Executive order, we don’t have the authority to
reach the independent agencies. :

The Consumer Product Safety Commission would be one example.
I will have to ask my counsel.

Mr. Conex. There has been a raging dispute, which has been going
on since the first independent agency—the ICC—was created as to the
ability of the executive branch, through an Executive order, to reach
these agencies, such as the CPSC.

Mr. Drrnan. What about the Commerce Department ?

Mr. Conex. FDA or EPA are executive branch agencies and could
be reached.

Mr. Drinan. Can’t the Commerce Department at least pick up
information as to how many exports are sold to what nations? They do
it now, So why can’t we have at least

We don’t even know how much is being exported.

Mr. Conex. My understanding is that the Export Administration
Act has been interpreted in such a way as not to give authority to Com-
merce to prohibit the exportation of banned produects.

Mr. Drixawn. Can’t the President say to his nominee, the Secretary
of Commerce, you do this? In the name of public policy, you do this.
Which he or she will do.

Mr. Comex. Tt would depend upon the authority within each of
the statutes,

If you are talking about under the Export Administration Act, T
suppose it may be possible. You may want to ask the Department of
Commerce, because they know the act better than we do. whether they
could require reporting.

I would point out that some of the regulatory agencies have general
authority in their statutes to require reporting, pursuant to rules that
the particular agency may promulgate.

I suppose it might be possible for an agency, such as CPSC which
has general reporting requirements, to require by rule the reporting
of the exportation of any product which has been banned in the United
States or which is not subject to a standard.

Mr. Drivax. T hear all of this technical material. but my impression
of this series of hearing is this,

But for Mr. Rosenthal and this subcommittee. nothing would have
happened. Then all of a sudden Ralph Nader and this subcommittee
are giving some heat to the executive, They formed this group that is
going to study the matter.

I am just afraid that there is not enough initiative at the executive
level to carry forward.

This subcommittee is busy. The Congress will adjourn and then
September comes. If these things are unsatisfactory and very vague
and ambiguous, as T am afraid they are going to be, then this matter
could drift until next year.

Ms. Pererson. Let me assure you that that is not my intention.

Mr. Drinax. T know that you have very good intentions,

Ms. Pererson. But intention is nothing if you don’t carry it out.
You know that, and T know that.

Mr. Drixan. One last point.




9

Can’t the executive, at least, require notification to foreign govern-
ments that this substance has been banned in the United States?

Ms. Perersox. That could likely be one of the recommendations that
will come up.

Mr. Drinvan. But that seems so self-evident. Why can’t the Presi-
dent today put forth an order saying that we are going to tell all our
friends out there about the fact that this particular substance is
banned ?

It seems so elementary.

If we want to say that all the nations of the Earth are our friends,
we can hardly go around selling poison to them.

Ms. Perersox. We might want to do much more than that.

Mr. Drinax. In September, you can do all that you want. I am say-
ing : Let’s do something this afternoon.

You could write this Executive order yourself, and the President
could sign it.

My 5 minutes have expired. Thank you very much.

Mr. RosextaAL. Congressman Brown ?

Mr. Garry Broww. Thank you, Mr. Chairman.

How many foreign governments do you think are aware of the
hazards of products used in their countries that are banned in this
country ?

I am inclined to think that they are well aware.

Ms. Pererson. I think that they are well aware, but the level of
awareness in the lesser developed countries is another question.

We have been working in our working group with representatives
of the State Department, who are in touch with these countries.

Mr. Garry Browx. I thought your statement was very good. This
is a very complex issue.

Ms. Perersoxn. Tt is very complex.

Mr. Garry Brown. Lets’ look at the pesticides and insecticides and
the food additives, for instance, for livestock.

To permit those things to be used in foreign nations and then to
permit those products to be imported into this country and to compete
with American agriculture just seems very unfair.

If foreign producers of livestock can feed DES to their cattle, and
if the President lifts the beef import quota,* * * Tt seems to me this
is quite a double standard.

Yet T think we would have to agree that there are special circum-
stances in foreign nations—special climate problems, insect prob-
lems, and disease problems. When you start evaluating the use of some
of these pesticides and insecticides and comparing the hazards of their
use in these countries as compared to the hazard in this country where
the disease and insect problem is not as great, we have to say they
should be able to use them in those countries.

Wouldn’t you agree that it is not a simple matter to just come up
with an across-the-board ban ?

Ms. Pererson. That is what I am trying to say—that it is very
complicated.

There are a couple of points T would like to make on that.

Many of these countries have not the facilities for even evaluating
and testing. I am sure in your experience, you have known that.




10

So that gives us an additional moral responsibility, which T think
is part of what Father Drinan is aware of. That is the part that
bothers me, because there is a moral responsibility there for a lot of
these countries that do not have the technical capabilities for evalua-
tion.

I think the other problem is in relation to a product being reim-
ported. Rather than prohibit beef imports, perhaps the way to assure
safety is to tighten the export of the pesticides in the first place.

We have to weigh those issues, and that we are doing.

I completely subscribe to you that it is terribl y complicated, and we
are trying to evaluate it in a balanced way.

We have to, as I said in my testimony, protect our people here on the
reimportation, which is very important, as well as carry out our
moral responsibilities,

Mr. Garry Broww. It seems to me that the reimportation is the
point in the course of the product that we ought to look at, instead of
banning the exports, for the reasons T mentioned earlier.

Situations exist in some of these countries where alternative anti-
dotes will not be effective. Therefore, when you look at the hazard of
using a pesticide or insecticide that has been banned in this country,
in that country we may say that there it is almost essential that the
product be used.

Ms. Pererson. We are at the stage of our technological development
where we need much more. We have to work with the international
health organizations on what alternatives are available.

We know that there are many multinational corporations that could
be producing these products in other places and then sell them while we
do not.

Mr. Garry Browx. In your statement, T think you probably came up
with one of the best examples of all—Depo Provera.

FDA bans Depo Provera in this country on the basis of its efficacy
hazard equation.

When you look at it from a domestic standpoint, the instance of
maternal mortality in childbirth in this country is almost insignificant
compared to the instance of mortality in childbirth in some of the
lesser developed countries. '

Therefore, if you are truly evaluating the utilization of a drug on its
efficacy hazard equation, it seems to me you have to look at the efficacy
hazard of the use of this drug in the nation where it is going to be
used—not applying our standards to that situation.

Ms. Perersox. That is what. T tried to put in my statement.

Mr. Garey Brows. You did. That’s why I say I think that is a
very good example.

I would respectfully suggest that when you define the health bene-
fits of Depo Provera in a foreign country where there is a high instance
of mortality from childbirth, it comes out a lot better than when you
treat it in a country where there isn’t that high instance.

Ms. Pererson. That is why we are looking at that very carefully.

I think you would be pleased if you sat in on the meetings of these
responsible Government people who are really struggling with that
moral, as well as practical economic, question.

Mr. Garry Browx. T am sure my time has expired. T thank you very
much.
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Mr. RosexTar. On that particular issue, Dr. Kennedy, I am sure,
will be willing and anxious to address himself to that tomorrow
morning.

Mr. Garry Browx. Mr. Chairman, I don’t think that Dr. Kennedy
really wants to address it in that direction. I think he is looking at it
from the standpoint of what is his analysis and determination from a
domestic standpoint.

The question is whether all drugs banned in this country are banned
automatically for use elsewhere.

Ms. Pererson. Look at our chart here. We only have two areas
where they are banned.

I think actually that you will be able to discuss that with Mr.
Kennedy.

Mr. Garry Browx. But I think FDA is the one that does have
greater authority to ban exports than other agencies.

Ms. Pererson. You will see that on our attachment B—that is, for
post-1938 drugs.

Mr. RosextraL, Mr. Corcoran?

Mr. Corcoran. Thank you, Mr. Chairman.

When was the so-called working group formed ?

Ms. Pererson. Actually, a stimulation came originally from your
committee. A letter came from your committee to the President.

Mr. Corcoran. What was the date of that letter?

Mr, RosextHAL. February 8, 1978,

| The letter referred to can be found on p. 29.]

Mr. Corcorax. How many meetings has the working group had?

Mr. Conex. The task foree, or working group. has met once to out-
line the scope of the study. From that point, it has been based prin-
cipally on an information exchange by paper or through meetings
with individual agencies.

Esther’s staffl—myself and Mr. Heiden—have put together the work-
ing papers.

Mr. Corcorax. Am I mistaken in drawing the conelusion that you
have, in effect, simply prepared for this hearing ?

Ms. Pererson. Yes; you are mistaken. In fact, we didn’t know about
these hearings when our work began.

I was hoping that the hearings could be delayed so that we would
have a real policy to come up with and have you react to it.

On the other hand, just as with Ralph Nader’s letter, all of these
things have come after the fact.

Mr. Corcoran. Are you suggesting that the problems we are talking
about, whether to ban these exported products which are undesirable
for consumption in the United States, is a new problem ?

Ms. Perersox. Noj it isn’t. But it has inereased remarkably over the
last few years,

Mr. Corcoran. Maybe your awareness has increased remarkably
over the recent past.

Ms. Perersox. I think it has come with the increase in technology.

Mr. Corcorax. I would suggest parenthetically that perhaps if you
had been devoting your attention to this problem in the last 18 months,
rather than the formation of a losing proposition like the Consumer
Protection Agency, possibly we would be much further along.

! BlIs. Prrerson. Maybe in hindsight, or maybe one could have done
ot h,
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On the other hand, T would like to say that our concern with this

is part of a large authority to make sure that consumer awareness is
vossible.
; Mzr. Corcorax. I understand your concern for it, and I agree with
your conclusion that “we have identified the state of the law and con-
cluded that a uniform policy should be developed. Certainly the
bandaid approach of pairing a law to regulate a specific product
has proven insufficient.” !

Let’s go back to your timetable. You got the letter in February,
had one meeting in May, and you expect to have this new, coherent,
comprehensive policy in September ; is that correct ?

Ms. Pererson. I should have introduced the staff here, which is Mr.
Cohen the counsel and Mr. Heiden who is the project director.

Mr. Corcorax. And they are terrific.

Ms. Pererson. There have been a lot of consultations on this issue.

These people, plus some assistants, have been working full time on
interviewing and talking and examining and researching the law and
researching the difficulty. We already have our working areas that we
are involved in.

I don’t feel that we are ready to come out with those, because we
have to get them all together.

I am a great believer in before going public with these things to get
a consensus and to get the people who are concerned together to work
out what policy we will come up with from the administration.

That is not easy. I wish we could have done it earlier.

Mr. Corcoran. And it takes time,

Do you expect that between now and the beginning of the 96th Con-
gress that you would be in a position, as Chair of the working group,
to recommend to the President a coherent policy on this issue for de-
livery to the Congress? '

Ms. Pererson. I hope our timetable is such that we can do that
in September, if we live u p to our timetable.

Mr. Corcorax. Good.

One other area I want to question a bit is the cooperation of the
State Department in this whole matter up to now.

It is my understanding that the State Department, particular with
respect to the Tris question, was asked by the Consumer Product
Safety Commission, through the Commerce Department, to control
exports of Tris and materials treated with Tris.

We have a communication signed by the Secretary of Commerce,
Juanita Kreps, that the State Department said that it would not.
further the foreign policy objectives of this Government for us to
control the export of Tris.

You have talked with the State Department. They have attended
your one meeting. Are they cooperating, and what explanation have
they given?

Ms. Pererson. Let me say that they are cooperating. I think it
would be very well for you to talk with the State Department when
they testify on this issue.

Mr. Corcoran. I intend to. They will be here on Thursday.

Ms. Perersox. They will be here, and I think it is better for you to
speak with them,
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Mr. Corcoran. But what have you found? They are the fly in the
ointment at this point.

Ms. Pererson. They are working with us, and T must not prejudge
their final decision on these matters.

Mr. Corcoran. But at this point, in other words, you are taking
no position one way or another with respect to what they did regard-
ing Tris?

Ms. Pererson. At this moment, we are not; because we are in the
formulative period of our decision.

Mr. Corcoran. That doesn’t sound like the woman I thought was
going to head the new Consumer Protection Agency.

Ms. PerersoN. Then you never knew this woman, because this
woman was never going to speak unless she knew w hat she was talk-
ing about.

And T did know what I was talking about on the consumer bill.

Mr. Corcoran. Except that it didn’t pass.

Ms. Pererson. I know; that is your fault. [Laughter.]

Mr. CorCORAN. Perhapq it is not my fault; perhaps it is my success.

Ms. PetersoN. I am sorry; we all look at it differently.

Mr. Corcoran. And pe-.rhaps1 in view of the fact that it did not
succeed and in view of the fact that no progress was made despite
the extensive time and your meetings with the President, that now we
are getting down to something of tangible, concrete dlﬁicu]tv

Ms. PETERSON. Probably if we hadn’t had all that problem, we
would have done this much earlier.

Mr. Corcoran. I doubt it.

Mr. Garry Brown. Would the gentleman yield ?

Mr. Corcorax. Certainly.

Mr. Garry Broww. I would just say that I could just as well view
the position you took on the Consumer Protection Agency as the ex-
ception to the rule that you are always right. [mehte:j

Ms. PerErson. Thank you.

We could meet and discuss this some other time,

Mr. Corcoran, It is the form of the thing that bothers me.

We have substantial problems which have been identified for many,
many years and nothing has been done about them.

Ms. Pererson. Let me say one final thing on this.

I think if we had not had to drag this out all these years and had
established a legitimate place within the Government to take care of
all these, it could have happened a lot faster. We would have been on
our toes much quicker,

Mr. Corcoran. Thank you.

Mr. RosENtHAL. Thank you ver y much.

We do want to acknowledge that you have an extraordinarily im-
portant assignment ahead. We know you will proceed with due dili-
gence and with the dedication that you are well known for.

[The attachments to Ms. Peterson’s statement follow:]

32-427T 0 - T8 -2




FRODUCTS OR
FINANCING
ARRANGEMENT

ATTACHMENT A

Food and Drug Administration

Biological Products 42 pgp 262

Biological Products

42 USC 262 (a)

REGULATORY
AUTHORITY FOR

DOMESTIC USE

HEW Secretary licenses establishments which propagate
or manufacture and prepare biological products

42 USC 262(a)

REGULATORY
AUTHORITY
FOR EXPORTS

No exportation of products which cannot be sold
in U.8.

42 USC 262(a)

PENDING
AMENDMENTS




PRODUCTS OR
FINANCING
ARRANGEMENT

Consumer Product Safety Commission

Federal Hazardous Substances Act 15 yge 1261

Substances which are (1) toxic, corrosive, an irri-
tant, a strong sensitizer, flammable, combustible,
or which generates pressure and which may cause
substantial personal injury or illness, and (2) toys.

15 USC 1261

REGULATORY
AUTHORITY FOR
DOMESTIC USE

CPSC may ban hazardous substances, require labeling,
and seek a court order to seize noncomplying products

15 USC 1262; 1265

REGULATORY
AUTHORITY
FOR EXPORTS

All products can be exported if it

(1) Is in a package branded in accordance with
the specifications of the foreign purchaser.

(2) Is labeled in accordance with the laws of the
foreign country.

{3) Is labeled on the shipping package as intended
for export.

(4) Is so exported.

15 USC 1265(a)

PENDING
AMENDMENTS

Before exporting any substance which is misbranded;
banned, or for which a regqulation has been proposed,
the exporter must notify the CPSC 30 days (or less
if CPSC approves) prior to export. CPSC notifies
the foreign country of such exportation and the

fact that such substance is considered misbranded,
has been banned, or is the subject of a proposed
regulation. CPSC also files a notice in the

Federal Register.

If CPSC determines that exportation of such sub-

stance esents unreasonable rigk of inju to
personspin tge U?g-. pena t?es appfy ?or Jury

exporting such substances. HR 12442, Sec. 7




PRODUCTS OR
FINARCING
ARRANGEMENT

Food and Drug Administration

Food, Drug & Cosmetic Act 21 yge321

Cosmetics

REGULATORY
AUTHORITY FOR
DOMESTIC USE

Secretary may establish standards of adulteratiocn
and misbranding

21 USC 361-362

REGULATORY
AUTHORITY
FOR EXPORTS

May be exported, (no permit required) if--
(1) Accords to specification of foreign purchasers
(2) Is not in conflict with laws of foreign country.
(3) Is labeled for export
(4) Is not offered for domestic sale

21 usc 381(d)

PEXDING
AMENDMENTS




PRODUCTS ' OR
FINARCING
ARRANGEMENT

Food and Drug Administration

Food, Drug and Cosmetic Act 21 ysc 321

New drugs

21 USC 321(p)

REGULATORY
AUTHORITY FOR
DOMESTIC USE

No introduction of new drugs in _interstate commerce
without approval by FDA. ("Interstate commerce"
between any State or territory and any place out-
side thereof)

21 USC 355 (a)

REGULATORY
AUTHORITY
FOR EXPORTS

No exportation for commercial use under any
CITOUmsLAncS 21 USC 355(a)

Exportation authorized for investigational use only
if FDA receives, through the State Department a
formal request from the foreign government.
The request must specify that such government
has adequate information about the drug and the
proposed investigational use.

21 CFR 312.1

PENDING
AMENDMENTS

New drugs not yet approved in U.S. may be exported if
exporting firm applies to the HEW Secretary for an|
export permit. The Secretary shall issue the perm%
unless he finds i
(1) Drug does not accord to specifications of |

foreign purchaser H
(2) Drug is not labeled for export |
(3) The foreign government has not been informed of

the legal status of the drug in the U.5. and

it does not disapprove of importation of the

drug

Xport of drug i ry to the public

Eegfth ?prgggmaglg of §§2t5?5¥ or the foreign

country) HR 11611 and S. 2755

Sec. 134-135




PRODUCTS OR
FINANCING
ARRANGEMENT

Pood and Drug Administration

Food, Drug & Costmetic ACt 21 yse 321

Drugs approved for U.S. use

REGULATORY
AUTHORITY FOR
DOMESTIC USE

Drug must previously have been approved by FDA

REGULATORY
AUTHORITY
FOR EXPORTS

May be exported, (no permit required) if--

Accords to specifications of foreign purchasers
Is not in conflict with laws of foreign countryj
Is labeled for export

Is not offered for domestic sale

21 UsC 381(d)

PENDING
AMENDMENTS

May be exported (no permit required) so long as
drug meets manufacture and quality standards
required for domestic products (outlined in
subparts 3 and 4 of HR 11611 and S. 2755)

HR 11611 and S. 2755

Sec. 134




PRODUCTS OR
FINANCING
ARRANGEMENT

Food and Drug Administration

Food, Drug and Cosmetic Act 21 gep 321

REGULATORY
AUTHORITY FOR
DOMESTIC USE

Secretary may establish standards of identity,

levels of adulteration, and standards of mis-
branding

21 USC 341-343

REGULATORY
AUTHORITY
FOR EXPORTS

May be exported, (no permit required) if--

i
(1) Accords to specifications of foreign -purchasers;

(2) Is not in conflict with laws of foreign country:
(3) Is labeled for export

(4) Is not offered for domestic sale

21 USC 381 (d)

PENDING
AMENDMENTS




PRODUCTS OR
FINANCING
ARRANGEMENT

Food and Drug Administration

Food, Drug & Cosmetic Act 21 yge321

Medical devices

REGULATORY
AUTHORITY FOR
DOMESTIC USE

Depending upon the type of device, the Secretary may
(1) establish performance standards, (2) require
premarket approval, (3) ban devices which present
unreasonable deception or an unreascnable and sub-
stantive risk of illness or injury, and (4) require
recall

21 UsSC 3604, 360e, 360f£,360h

REGULATORY
AUTHORITY
FOR EXPORTS

Generally, may be exported (no permit regquired) if
(1) Accords to specifications of foreign purchasers
(2) Is not in conflict with the laws of foreign

country
(3) Is labeled for export
(4) Is notoffered for sale in domestic commerce

In addition to the above, devices which do not comply
with performance standards, have not received
premarket clearance, or have been banned cannot be
exported unless the Secretary has determined
(1) That exportation is not contrary to the public

health and safety, and
(2) That the foreign country approves

21 USC 381(d) (1) and (d)(2)
Similar requirements for investigational dévices
(proposed 43 FR 20749 to 21 CFR 812,19(b))

PENDING
AMENDMENTS




Food and Drug Administration

Radiation Control for Health and Safety 42USC 2636

Act of 13c¥

Electronic products

42 USC 263c(2)-

REGULATORY
AUTHORITY FOR
DOMESTIC USE

Secretary of HEW may establish performance standards |
to control emission of electronic product radiation|
and require notification for defects or non-
compliance

42 USC 263f(a);263g

REGULATORY
AUTHORITY
FOR EXPORTS

Products for export need not conform to standards if-

(1) Labeled for export

(2) Product meets all applicable requirements
of the foreign country

42 USC 263f(a) (3)

PENDING
AMENDMENTS




PRODUCTS OR
FINANCIKG
ARBANGEMENT

Consumer Product Safety Commission

Consumer Product Safety Act 15 usc 2051

Consumer products--articles used in and around the
residence, school, or in recreation for the personal
use, consumption, or enjoyment of a consumer except
tobacco, motor wvehicles, pesticides, boats, ammuni-
tion, aircraft, foods, drugs, cosmetics, or medical
devices.

15 Usc 2052(a) (1)

REGULATORY
AUTHORITY FOR
DOMESTIC USE

CPSC can (1) set mandatory federal standards for
products which pose an unreasonable risk of injury;
(2) ban products which pose such risk and no standard
can adequately protect the public, (3) seek a court
order to seize products which contain an imminent
hazard; (4) order pre-market notice of new products;

(5) mandate labeling requirements; and (6) order
recall.

15 USC 2056; 2057; 2061; 2062; 2063;

REGULATORY
AUTHORITY
FOR EXPORTS

and 2064

Any product can be exported (except to U.S.
installation outside the U.S.) if it

(1) Is manufactured or sold for export purposes
and not distributed in the U.S., and
(2) 1Is labeled for export

15 USC 2067

Before exporting any product which does not comply
with an existing or proposed standard or ban, the
exporter must notify the CPSC 30 days (or less if
CPSC approves) prior to export, CPSC notifies foreign
country of the exportation and the existing or
proposed standard or ban. CPSC also files a state-

ment in the Federal Register.

If the CPSC determines that exportation of products
Presents an unreasonable risk of injury to U.S.
consumers, than Consumer Product Safety Act applies
to ‘'exports of that product.

HR 12442, Sec. 5




PRODUCTS OR
FINANCING
ARRANGEMENT

Consumer Product Safety Commission

Flammable Fabrics Act 15 pge 1191

Wearing apparel, fabric or related materials

15 UsC 1191

REGULATORY
AUTHORITY FOR
DOMESTIC USE

CPSC can set standards; issue cease and desist
orders, and seek court order to seize noncomplying
products.

15 USC 1193; 1195

REGULATORY
AUTHORITY
FOR EXPORTS

Any product can be exported (except to U.S.
installations outside the U.S5.) if it is labeled
for export.

15 UsC 1202

CPSC interprets this provision so as to require the
manufacturers of noncomplying goods to have the
intention to export goods at the time of original
manufacture. .

16 CFR 1602.2

PENDING
AMENDMENTS

Before exporting any product which does not comply
with an existing or proposed standard, the exporter
must notify the CPSC 30 days (or less if CPSC
approves) prior to export. CPSC notifies foreign
country of the exportation and the existing or
proposed standard. CPSC also files a statement in
the Federal Register. If CPSC determines that
exportation of a product presents an unreasonable
risk or injury to persons in the U.S., then the
Flammable Fabrics Act applies to exports of that
product.

HR 12442, Sec. 8




PRODUCTS OR
FINANCINKG
ARRANGEMENT

Department of Commerce

2401
Export Administration Act of 1969 50 ysc PPP -

Articles, materials, or supplies, including technical
data or any other information. (Agricultural
commodities included with the approval of the
Secretary of Agriculture).

50 USC App 2403

REGULATORY
AUTRORITY FOR
DOMESTIC USE

Department of Commerce can limit exports to the
extent necessary to--

(1) Protect the domestic economy from the excessive
drain of scarce materials and to reduce the serxaua
inflationary impact of foreign demand.

(2) Purther significantly the foreign policy of the
U.S. and to fulfill its international responsibilities
(1) Exercise the necessary vigilance over exports
from the standpoint of their significance to the
national security of the U.S.

50 USC App 2402




PRODUCTS OR
FINANCING
ARRANGEMENT

Drug Enforcement Administration

Controlled Substances Import and Export 21 USC 881

Narcotics and Dangerous Drugs

REGULATORY
AUTHORITY FOR
DOMESTIC USE

Controls are provided for the transshipment

of controlled substances through the United States
to other countries and for their in transit ship-
ment within the U.S. for immediate export, and

for the possession of controlled substances on
board any vessel, aircraft or other vehicle arriv-
in or departing from the United States.

REGULATORY
AUTHORITY
FOR EXPORTS

Regulates the importation and exportation of all
controlled substances - narcotics, marijuana,
depressants, stimulants and other dangerous drugs.

Mo controlled substance can be exported except in com-
pliance with specified procedures which vary according
to the schedule of the substance. Registration of
importers and exporters of substances classified

in schedule I or II would be based on the Attorney
General's determination that this would be consist-
ent with the public interest and certain treaty
obligations.

PENDING
AMENDMENTS




FRODUCTS OR
FINANCING
ARRANGEMENT

Environmental Protection Agency

Federal Insecticide, Fungicide, 7 upsc 136

and Rodenticide Act

Substance or mixture of substances intended for
preventing, destroying, repelling, or mitigating
any pest, or for use as a plant regulator, defoliant
or desiccant.

7 UsSC 136

REGULATORY
AUTHORITY FOR
DOMESTIC USE

Registration of pesticides with a finding by EPA
of no "unreasonable adverse effect on the environ-
ment” required before registration; EPA registra-
tion of pesticide producers; EPA can issue "stop
sale, use, or removal" orders and seek court orders
for seizure of non-complying pesticides.

7 USC 136a; l3i6e;l76k

REGULATORY
AUTHORITY
FOR EXPORTS

Pesticides to be exported are not subject to
regulation when intended solely for export and
prepared or packed according to specifications or
directions of the foreign purchaser.

EPA notifies State Department whenever a registra-
is; cancelled or suspended. State Department notifieg
foreign governments and appropriate international
agencies.

EPA, in cooperation with State and other appropriate
federal agencies are to participate and cooperate

in international efforts to develop improved
pesticide research and -regulation.

7 USC 1360

Pesticides which are not registered for U.S. use
can be exported if prominently labeled as follows:
"Mot registered for use in the United States of
America"

8. 1678, Sec. 17

Pesticides which are not registered for U.S. use
can be exported if foreign purchaser has signed a
statement acknowledging that he understands that
the pesticide cannot be sold in U.S. and a copy
pf the statement shall be transmitted to the
appropriate official of the foreign government.

HR 8681; Sec 18




PRODUCTS OR
FINANCING
ARRANGEMENT

~Environmental Protection Agency

Toxic Substances Co o185 USEosqaYy

Chemical substances or mixtures except pesticides,
tobacco, nuclear materials, firearms, etc.

15 _USC 2602

REGULATORY
AUTRORITY FOR
DOMESTIC USE

EPA may require testing, impose pre-market notice
requirements, require labeling, limit or prohibit
sale if tests show a reasonable basis to conclude
an unreasonable risk of injury to health or the
environment, or obtain a court order to seize a
substance or mixture posing an imminent hazard

15 USC 2603-2606

REGULATORY
AUTHORITY
FOR EXPORTS

Statute does not apply if substance, mixture or arti:

cle is manufactured for export and is labeled as
such except as follows:

1. If EPA finds the substance, mixture or article
will present "an unreasonable risk of injury to
health within the United States or to the
environment of the United States", it may
prohibit export. Administrator may order
testing to make such a determination

2. If a person intends to export a substance

which has been subject to a regulatory action,
such person shall notify EPA and EPA shall
furnish foreign government notice of the

rule, order, action, or relief.

13 U.5.C, 2611

FENDING
AMENDMENTS
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ATTACHMENT

SAFETY STATUTES AND AMENOMENTS CONTAINING EXPORT REQUIREMENTS,

Exports
Allowed

BY NATURE OF REQUIREMENT

Export
Notification

Export
Approval

Discretionary
Banning
Authority

Foods (FDCA)

Approved U.S.
Drugs (FDCA)

Electronic
Products
(RCHSA)

Cosmetics
(FDCA)

General

(Export
Administra-
tion Act)

Consumer
Products
(CPsA)

Flammable
Fabrics
(FFA)

Hazardous
Substances
(FHSA)

Pesticides and
Fungicides
(FIFRA)

Toxic
Substances
(TSCA)

Narcotics and
Dangerous
Drugs

(CsA)

Proposed
FIFRA
Amendments

Proposed HSA
Amendments

Proposed FFA
Amendments

Proposed CPSA
Amendments

Medical Devices
(FDCA)

Investigation-
al Drugs
(FDCA)

Narcotics and
Dangerous
Drugs
(CSA)

Proposed Drug
Amendments
(FDCA)

Medical Devices
(FDCA)

Toxic
Substances
(TSCA)

Proposed Drug
Amendments
(FDCA)

Proposed FHSA
Amendments

Proposed CPSA
Amendments

Proposed FFA
Amendments

Ban of All
Exports

New, Unapproved
U.5. Drugs
(FDCA)

Biological
Products
(FDA)
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[The subcommittee letter to the President regarding export of Tris-
treated children’s sleepwear and White House responses follow :]

February 8, 1978

The President
The White House
Washington, D. C. 20500

Dear Mr. President:

In recent months, there has bgen considerable controversy surrounding
the Consumer Product Safety Commission's decision to ban the chemical flame
retardant - Tris. One aspect of the problem, which has been particularly
troublesome, has been the fnability of the Consumer Product Safety Commis-
sion to stop the export of Tris-treated children's sleepwear. It appears
that the Commission has determined that 1t does not have the statutory
authority to prevent the export of a product which it has found to cause
cancer in children. When CPSC Chairman Byington attempted to enlist the
aid of the Department of Commerce, he was told by the Secretary that since
the Export Administration Act does not specifically authorize the Department
to stop the export of items banned in this country, the State Department
would have to determine whether or not such exports significantly affected
the foreign policy objectives of the United States. The Cosmerce Department
was informed by the State Department that 1t did not.

The Commerce, Consumer and Monetary Affairs Subcommittee of which we
are members has been conducting a study of the problem of the export of
banned substances to determine whether {tems banned by other
agencies in addition to the CPSC were being routinely exported. In response
to a letter from the subcommittes, Secretary Kreps indicated that the Cosmerce
Department was unable to act without direct policy guidance from the Depart-
ment of State regarding the relationship between the export of bammed sub-
stances and U.S. foreign policy.

We are writing to ask your help in addressing this serious problem.
Tomorrow the CPSC may vote to affirm its position that 1t camnot prevent
the axport of Tris-treated sleepwear, paving the way for the export of
garments that will cause cancer in the foreign children who wear them. It
is inconceivable to us that the United States could condone such action in
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this case and in other cases where the export of an 1tem bamned here would
result in serfous harm to the users abroad. We would be happy to work with
the Administration to develop legislation which would define U.S. policy
regarding the export of banned ftems. This situation as 1t current exists
s unacceptable. HNeither the agency which bans an item nor the Departsent
of Commerce have the ability to stop the export of those products whose
export cannot be justified on any reasonable grounds.

The subcosmittee will be holding hearings this spring with the various
agencies involved 1n this problem. We hope that the State Department can
be convinced of the foreign policy merits of an export policy which takes
into consideration the harmful nature of what 1s being sent abroad by this
country. In the meantime, however, large quantities of Tris-treated sleep-
wear will begin leaving the Unfted States soon unless its manufacturers
know that such action will not be allowed in the future.

We urgently request that all qfforts be made to 1demtify potentfal
exporters and recipient countries and that all means be exhausted to dis-
courage those who would exploit foreign markets at the expense of innocent
children. We strongly believe that Tris should not be exportad, MWe need
your help to stop 1t.

. Sincerely,
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THE WHITE HOUSE

WASHINGTON

February 17, 1978

Dear Congressman Rosenthal:

The President has asked me to acknowledge
his receipt of your letter of February 8
regarding continued export of tris-treated
children's sleepwear. The President appre-
ciates your comments and has the matter
under consideration.

Sincerely,

L—/..{j%-«f

"rank Moore
Assistant to the President
for Congressional Liaison

The Honorable Benjamin Rosenthal
U.S. House of Represantatlves,?pmfhm_u
Washington, D.C. 20515 “‘fE?rﬂ
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WASHINGTON
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May 26, 1978

pECRIT,

Dear Congres Rosenthal:

This is in further reply to your letter of
February 8, 1978, regarding your concern
surrounding the controversy with respect to
the Consumer Product Safety Commission's
decision to ban the chemical flame retardant
Tris.

We agree that a careful survey of agency respon-
sibilities with respect to the export of banned
substances subject to regulation by federal
agencies is necessary and useful. Therefore,

we have convened an ad hoc interagency working
group on this subject. This will be a step in
developing a clear understanding of what federal
agency policies are in this area and how the
application of existing statutes governing exports
of banned items are meeting present needs.

We appreciate your concern and your efforts to
protect consumers.

Special AsSistant to the President
for Consumer Affairs

The Honorable Benjamin S. Rosenthal
U. S. House of Representatives
Washington, D.C. 20515
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Mr. RosextHAL. Our next witness is Mr. Jacob Scherr, represent-
ing the Natural Resources Defense Council.

I notice that you have a 34-page statement, Without objection, we
shall include your statement in the record: and perhaps you can give
a synopsis of your statement.

STATEMENT OF S. JACOB SCHERR, ATTORNEY, NATURAL RE-
SOURCES DEFENSE COUNCIL; ACCOMPANIED BY FRANCINE
SCHULBERG, LAW STUDENT, HARVARD LAW SCHOOL

Mr. Scuerr. That was my intention. Thank you, Mr. Chairman.

I am Jacob Scherr. I am an attorney with the Natural Resources
Defense Council. NRDC is a public-interest environmental organiza-
tion with a membership of over 38,000 persons in the United States and
in 21 foreign countries. We have been actively concerned about the
protection of the international environment for about 5 years. I am a
member of the staff of the NRDC international project. One of the
objectives of this project is to monitor and participate in the develop-
ment of T.S. Government decisions which have an effect upon the
global environment. T have been particularly concerned about the
ecological problems associated with the transfer of technology to
developing nations through U.S. foreign aid and trade. Last May, T
served as a member of the U.S. delegation to the sixth session of the
Governing Council of the United Nations Environment Program—
UNEP—in Nairobi, Kenya. Through my work I have become familiar
with the environmental attitudes and policies of developing country
governments.

I appreciate this opportunity to discuss, on behalf of NRDC, the
policy of the United States with regard to exports of regulated
products. It is our view that existing legislation creates, for the most
part, an unjustifiable double standard on exports. Most products con-
sidered too dangerous or too little studied for use at home are, none-
theless, allowed to be freely sold abroad. The failure of the U.S. Gov-
ernment to recognize its responsibility for the control of potentially
dangerous exported goods has led to significant damage to health and
the environment, both here and overseas, and has injured our Nation’s
image in the international community.

We want to stress at the outset that we do not advocate * prohibi-
tion of the export of all products that are banned for domest.c use, nor
do we propose to forece [U.S. environmental and health standards on
other countries. We recognize that each nation, as a sovereign, has the
primary duty to protect the health and safety of its pecrpleﬁ’lﬁr , realize
that there may be products that would not be appropriate for use
in the United States but could provide overriding benefits to other
countries with different problems and priorities.
| Instead, the obligation of the United States as an exporter is to

provide to the governments of the importing countries an opportu-
nity to make their own informed judgments as to the risks and bene-
fits involved with the purchase and use of products which are banned
'or restricted in the United States. The need for notification, full in-
[ formation, and technical assistance is particularly acute in develop-
| ing countries, many of which lack adequate administrative and tecF
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nical capabilities. Through cooperation with importing countries and
minimal regulation, the United States can mitigate the hazards posec
by exports of banned or restricted products. L7

The sales abroad of products not permitted for use at home has
become a matter of international concern over the last few years as
a result of incidents of widespread poisoning and severe environmen-
tal harm. There is a sense of outrage on the part of many poor coun-
tries whose citizens are the most vulnerable to exports of hazardous
drugs, pesticides, and food products. At the 1977 meeting of the
UNEP Governing Council, Dr. Kiano, the Kenyan Minister for Wa-
ter Development, warned that developing countries will no longer
tolerate being used as dumping grounds for products that have not
been adequately tested. And that their people should not be used as
“guinea pigs” for determining the safety of chemicals. He urged that
“unless a product has been fully tested and certified and widely used
in the countries of origin, it should not be used for export.”

The views of Dr. Kiano were incorporated in a decision passed by
the 58-nation Governing Council. This decision acknowledged that
there “have been unethical practices concerning the distribution of
chemicals, drugs, cosmetics, and food unfit for human consumption
and that there is a need for harmonious cooperation between export-
ing and importing countries.” The Governing Council urged :

Governments should take steps to insure that potentially harmful chemicals,
n whatever form or commodity, which are unacceptable for domestic purposes
n the exporting country, should not be permitted to be exported without the
knowledge and consent of appropriate authorities in the importing countries.
~ The control of toxic chemicals clearly is no longer a problem only
for industrialized nations. Production, distribution, and consumption
of chemical products is increasing worldwide. It is estimated that
some 30,000 different chemicals are produced commercially and are
utilized as ingredients in probably more than a million products. Sev-
eral hundred new chemicals are introduced into the market each year.
As is true of many advanced technologies, the use of chemicals has
spread throughout the developing world much faster than the capa-
bility to assure their safe use. Some developing countries have enacted
virtually no legislation to govern the importation. domestic use, and
disposal of potentially toxic chemicals. Few maintain any facilities for
monitoring the effects of the products on the health or the environ-
ment. Even where decent laws are on the books, many governments
lack the technical and administrative capacity to implement them.

By permitting the uncontrolled export of hazardous chemical prod-
ucts, the United States and other producing nations demonstrate a
lack of sensitivity to the challenges faced by health and environmen-
tal officials in developing countries.

{ Of all the hazardous chemical exports, pesticides perhaps have the
reatest potential for widespread injury. According to the World
Tealth Organization, pesticide poisoning of farmworkers has be-
some a major health problem in many poor countries. It is the rural
boor in these nations who are the most likely victims, because of their

| Inexperience in handling modern chemicals in the absence of instrue-
tions and safety warnings in local and understandable language, The
risks of pesticide use aré further compounded by the lack of ex-
pertise on the part of officials of importing countries who must rely
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on pesticide salesmen more interested in promoting their products
than in sharing information on known dangers.

The extent mﬁlﬁsﬁ}ﬁering and environmental harm resulting
from trade in banned or restricted pesticides eannot be fully docu-
mented. Most incidents do not receive any international attention.
Only a few major catastrophes have been reported. One involved the
pesticide Leptophos, which was never registered by the Environmen-
tal Protection Agency for domestic use. In 1975 alone, Velsicol, a
Texas-based corporation, exported over 3 million pounds of Leptophos
to 30 countries. Over half of that was shipped to Egypt, a country at
that time with no procedures for pesticide regulation or tolerance
setting. ~

In December 1976, the Washington Post reported that Leptophos
use in Egypt resulted in the death of a number of farmers and illness,
in rural communities. In addition, over 1,000 water buffalos died from|
Leptophos poisoning. Egypt stopped its purchases of the pesticide in
1976, but despite the accumulation of data on Leptophos’ severe neun-|
rotoxicity, Velsicol continued to market the product abroad for use
on grain and vegetable crops, while proclaiming the pesticide’s safety.

The hazards posed by the production and sale of products pro-
hibited for domestic use is not limited to harm in the importing na-
tion. It can have a direct effect on U.S. public health and the environ-
ment. In the Texas plant that manufactured Leptophos, many of the
workers became severely ill as a result of exposure to the pesticide.
One worker described his condition as: “My spine is deteriorating; it
is dissolving.” A Senate subcommittee revealed that since 1972 Amer-
ican imports of a number of vegetable products from Mexico con-
tained residues of the highly toxic pesticide.

U.S. drug sales abroad illustrate another element of the hazardous
export problem. Under current law, new drugs not licensed for use
in the United States cannot be exported. However, the law exempts
approved drugs sold abroad from the limitations placed upon their
domestic distribution.

Thus, prescription drugs can be sold over the counter; adulterated,
contaminated, and misbranded drugs can be exported ; and there is no
effort by the United States to curb misleading advertising or decep-
tive marketing practices by U.S. companies selling to developing
countries, —

It is not uncommon for U.S. drug companies to provide foreign
customers with different information than domestic purchasers. One
example involved Winstrol, a synthetic male sex hormone manu-
factured by a subsidiary of Sterling Drug, which causes several known
side effects. including the stunting of growth in children and bald-
ness. The Food and Drug Administration has stated that these side |
effects are virtually irreversible. While Winstrol is drastically limited |
for domestic use, it is available in virtually every pharmacy in Brazil./
A 2-page advertisement in a Brazilian medical journal pictured a/
healthy boy and recommended the drug to combat poor appetite.
fatioue, and weight loss. '

We have been unable to obtain trade statistics on the export of
particular products which have been banned or restricted by U.S.
agencies,
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Since products manufactured for export only are generally exempt
from reporting requirements of U.S. laws, U.S. regulatory agencies
at best carry out limited monitoring of exports of unregistered or un-
licensed products. Those records which are maintained are often re-
garded as trade secrets and, therefore, they are not disclosed. The
Department of Commerce does compile records of all exports along
with the country of destination, but these figures are grouped by cate-
gories from which it is virtually impossible to determine a figure for
a particular product that is banned or unregistered in the United
States.

We do have some data from EPA on pesticide exports, which sug-
gests that the variety and volume of exports of unregistered or re-
stricted pesticides are significant. An estimated 15 perecent of the
588 million pounds of pesticides exported from the United States
in 1975 were comprised of products never registered by EPA, or can-
celed or suspended by EPA. In that year, pesticides produced for
export, whose use was banned or severely restricted in the United
States, included aldrin, strobane, DDT, toxaphene, and endrin. There
were also several pesticides exported in 1977 for which EPA regis-
tration never had been granted. In regard to some of these pesticides,
EPA has no information even as to their ingredients.

We have reviewed in my written statement six U.S. product control
statutes which are administered by the EPA, the CPSC, and the FDA.
All of these statutes contain provisions concerning the export of prod-
ucts within their purview. Each takes a slightly different approach
on exports of banned or unlicensed products but each in some way
poses a double standard.

In total, they reflect the current attitude of the U.S. Government
toward export of hazardous products, as that of caveat emptor—let
the buyer beware. Yet we believe that this view is inconsistent with
the commitment of the United States to the protection of human rights
and well-being. Further, it can undermine efforts to protect the health
and safety of members of the U.S. public and the quality of our own
environment.

The sales abroad of banned or restricted chemical products was,
again, a matter of extensive discussion at the UNEP Governing Coun-
cil meeting in May of 1978. The Kenyan delegation which had first
raised the issue at the 1977 session, was joined by representatives from
Bangladesh, Ghana, Iran, Jamaica, Nigeria, Pakistan, and the Philip-
pines in expressing concern about hazardous exports.

Also, a number of industrialized nations, including Belgium, Can-
ada, the Federal Republic of Germany, Sweden, and the United States
were in agreement that existing means for providing full information
to chemical-purchasing nations were inadequate.

The Governing Council adopted another decision. which reaffirmed
its decision of 1977 which I mentioned earlier. The Governing Council
called upon governments of both exporting and importing countries
to institute adequate monitoring and evaluative and protective meas-
ures in regard to international commerce and chemieal produets. The
decision appealed to exporting countries to prevent the export of items
which are restricted or not registered for domestic use until it has been
ascertained that designated officials in the imnorting government have
obtained information on environmental health tests and their results
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and detailed instructions in mutually agreed langunages for the safe
use of these produets, so as to permit these officials to make fully in-
formed decisions on the impott and utilization of the products. A cor-
responding appeal was directed to importing governments to improve
their own capabilities to make such decisions.

What emerged from the UNEP discussions was a sense that both ex-
porting and importing countries share a responsibility in regard to
trade in potentially toxic chemicals.

It is also in our Nation’s own immediate interest to more effectively
monitor and control such hazardous exports. First, tighter regulation
of the export of hazardous products would mitigate the direct health
hazards posed to those Americans involved in the products’ manufac-
ture and distribution. The Leptophos tragedy is not unique. Another
example involved Kepone, which in 1974 and 1975, 99 percent of the
American production was exported. In 1975, the Life Science Prod-
uets Co., which had a small chemical plant in Hopewell, Va., ceased
its production of Kepone after 70 persons connected with the plant,
including 10 wives and children of employees, became seriously ill
from Kepone exposure. Kepone discharges from the plant were also
responsible for the contamination of the James River and the Chesa-
peake Bay.

The Senate Subcommittee on Agricultural Research and General
Legislation determined in 1976, after examining the Kepone incident,
that plants manufacturing pesticides solely for export did not have
to comply with the Federal Insecticide, Fungicide, and Rodenticide
Act provision requiring the registration of establishments. Thus, un-
der existing law, it appears to be perfectly legal to begin the large-
scale manufacture and worldwide distribution of a pesticide without
even notifying the Environmental Protection Agency. The manufac-
ture of a banned pesticide for export may pose an additional risk to
the health of the U.S. public as residues on imported foods.

I believe in addition to furthering our efforts to protect domestic
health and the environment, the acceptance by the United States of
an obligation to cooperate closely with environmental and health offi-
cials in countries importing U.S. products also serves our Nation's
diplomatic and commercial interests. Incidents, such as those involving
Leptophos, do damage to the reputation of U.S.-produced goods and
increase resentment toward our Nation. As awareness of product dan--
gers countinues to grow in developing countries, an enlightened U.S. |
policy on hazardous exports could provide a competitive advantage
over other exporting countries. L

We believe that the objectives of a U.S. policy on hazardous exports
should be:

First, close monitoring of production and export of hazardous
products.

Second, assurance that all available information concerning the
risks and benefits associated with the prohibited or restricted product
has been made available to the designated health or environmental
official in the importing country prior to the export of the produet.,

Third. requirement that all exports of regulated products meet
U.S. quality control and labeling standards.

Fourth, notification to the importing countries and international
organizations of all appropriate U.S. regulations. We believe that
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through the closer monitoring of trade, the U.S. Government can
nations can receive an early warning of newly dis-

insure that other
covered hazards,
Fifth, provision of technical aid and training to governments of
developing countries importing U.S. products.
Sixth, the authority to prohibit. exports where
reasonable risks to health and safety
commons.
In my written statement, T h

products pose un-
of the U.S. public or to the global

ave set out in detail the elements of a
program which we believe would implement these objectives.

We believe that these policy objectives can be achieved only through
change in the legislative mandate of each of the regulatory agencies
that administers a product control statute,

It is our view that the individual agencies should have the primary
responsibility to administer the export eontrols, because they have the
expertise in handling and regulating the particular products. The

direct relationship between the T.S. agencies and their counterparts

in other countries would also provide the most effective and efficient
means of communication. We i

eel, however, that State Department
involvement is critical in assisting the agencies to establish relation-
ships with their foreign counterparts.

Insuring that importers know the nature of their purchases will not,
by itself, end the abuse of chemical products in poor countries, Only
the development of effective regulatory systems in third world coun-
tries can do that. However, the U.S. policy we have suggested would
at least reduce the chances that the most dangerous chemicals would
not be imported or used by people totally unaware of the risks
involved.

The proposed program would not significantly burden either the
exporters or the agencies. Yet these minor requirements would pro-
vide an important measure of protection for the health of the public
and the environment, both home and abroad.

Thank you.

Mr. RosentHAL. Congressman Drinan ?

Mr. Drinan. Thank you, Mr. Chairman.

I want to commend you, sir, upon this very fine statement,

On page 19 and following, you speak about the bill concerning
FIFRA which presumably will be passed. Would that correct much
of the abuse in the area of the pesticides?

Mr. ScuEerr. T do believe that it would clear up most of the problem.
I feel that the provisions might have been better had it required a
direct certification from the environmental officials in the importing
government that they had examined the risks and benefits involved
in the use of a banned pesticide.

Mr. Drixax. It is not certain that we cannot do that. But now it

requires that they sign a statement acknowledging that they know
they are buying a product which cannot be sold.

Mr. Screrr. The proposed amendment would re
actual purchaser to sign such a statement.

In the proposed policy we recommended at the end of our state-
ment we would actually have such a certification signed not by the
purchaser but by an official of the importing government.

quire only the
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Mr. Drixan. Would you talk about the bill on which Congressman
Paul Rogers’ subcommittee had hearings lately? This concerns the
drugs and the pharmaceuticals.

Mr. ScrERr. We recognize that there might be certain eircumstances
in which a particular drug would not be approved in the United
States but for which another country might have a serious need.
Therefore, we would not oppose an end to the current prohibition
on exports of all unapproved drugs. Our concern, however, is that
the removal of a prohibition on exports of unapproved drugs could
lead to abuse, unless very strenuous safeguards were applied to insure
that health officials in the importing government have an opportunity
to examine all the available data and to make up their minds as fo
the risks and benefits associated with the proposed export.

Mr. Drivax. In most, or in many, cases there would be no officials
in the receiving country who would be qualified to make that type of
judgment. T suppose it comes back to this.

It is my understanding that in Paul Rogers’ subcommittee, only
the pharmaceutical companies supported the particular legislation
that was proposed.,

Would you feel that the United States has the power and should
exercise that power to force the American pharmaceutical companies
to live up to standards when they sell abroad—standards that are,
in fact, acceptable to the FDA or other agencies? Would that be a
possible route ?

Mr. Scarrr. T wounld agree with that in regard to the labeling of
drugs and insuring that drugs are manufactured in accordance with
good manufacturing practices. The most difficult problem is whether
or not we might permit the manufacture and sale abroad of a drug
in our own country which we don’t approve for use here. T am aware
of the concern of a lot of people that such exports should be totally
banned. But it is our feeling that other countries have to make their
own decisions, to some degree, on the risks and benefits. T believe the
U.S. obligation is to insure that they have full information and
perhaps even to go a little further to provide them with technical
assistance in evaluating those risks and benefits.

Mr. Drinan. That is not really the approach that Congress is taking
on FIFRA though; is it?

Under the bill that is now in conference—and that presumably will
become law—they have to stamp them—not register them for use.
But they still, in fact, can sell them.

Mr, ScHERR. Yes.

Mr. Drixax. On another point, is EPA as lax—after the GAO
report— as they were before ?

: Tt sounds incredible that they should have failed to do all of these
things.

Mr. Scuerr. T assume that Barbara Blum from the EPA will
address this tomorrow. But it is my understanding that there hasn’t
been a significant change in their notification practices.

Mr. Drixan. I commend you on a very comprehensive and very
helpful statement.

Thank you.

Mr. RosexTHAL. M. Corcoran?

Mr. Corcoran. Thank you, Mr. Chairman.
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I also want to echo the comments of my colleague, Congressman
Drir;lan, regarding the quality of your testimony. I appreciate it very
much.

As T understand it, your testimony recommends notice to foreign
recipients of the hazard rather than a recommendation for bannin
of exports altogether. And in this way we would avoid the Unitec
States making the risk assessment judgment, except in cases of possible
rexmportation or global environmental hazard. Is that a correct de-
seription of your overall position ?

Mr. ScuEerr. Yes; but T would say that we are calling for more
than just notification. We are proposing that data on all environ-
mental tests on a particular chemical be provided to the importing
government. And technical assistance should be given to other coun-
tries so that they can make fully informed decisions on imports.

Mr. Corcoran. One of the other elements of your recommendations
has to do with the possibility that perhaps the exporter ought to give
notification to the receiving government, or to the governmenf in
which another company might be receiving this hazardous product.

That is an added suggestion—at least to my knowledge of the sub-
ject—over and above what exists in the law today.

I find it an intriguing suggestion, but T would also want your
opinion, having made that recommendation. as to whether or not it
would also be very important for the State Department to give official
communication to that receiving government.

Mr. Scuerr. I would agree with that. On the issue of notification,
I see the State Department essentially acting as a conduit for infor-
mation provided by the various regulatory agencies. The State De-
partment does not have personnel on its staff with the necessary
technical ability.

I think basically that the State Department should just provide a
means for ensuring, for example, that the Consumer Product Safety
Commission is in communication with its counterpart in the develop-
ing countries.

Mr. Corcoran. Up to now, they have not been a conduit. In fact,
they have been a stopping point.

Mr. ScuErr. The problem is that it appears that there is both a flood
of imported goods going into other nations and a flood of messages
going from the State Department to our various embassies, It seoms
like there has been a problem of sorting out what products are really

dangerous and require immediate notification. So the job is not being
done.

Mr. Corcoran. Thank you.

Mr. RosextraL. Thank you very much for a very useful and very
important presentation.

Father Drinan ?

Mr. DriNax. T wonder, Mr. Scherr, if the World Health Organiza-
tion, or some similar group, would be in a position to take this infor-
mation and put it in a simplified form so that the Government, for
example, of El Salvador and the nations of Central America could
have some standard by which they know what they are doing. Has that
been thought of ?

Mr. Scuerr. International organizations, such as the World Health
Organization or the United Nations environment program, do have
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a role to play. But it appears that a lot of importing countries are look-
ing to the exporting government directly for information. I am very
concerned about the suggestion that we should solve this problem by
giving some international organization the responsibility. I think it is
kind of an elegant way of saying we are going to pass the buck. The
record of the international organizations in this area has been that they
have not been terribly effective in disseminating information on health
hazards. T would prefer to see it being done directly by the exporting
countries.

Mr. Drivan. I would assume that certain highly developed nations
have the same problem on the export of pharmaceuticals, nations such
as Sweden, England, France, and maybe Italy.

What legislation has developed in that area, so that the multina-
tionals there, or local corporations, are not exporting things that are
banned in Sweden ?

Mr. Scaerr. I am not familiar with that.

We are in the process of doing a study on toxic chemical laws in
various other countries. One of the issues we will be looking at is the
control of exports of banned products. But at the present time, I
do not have information on the laws of other countries.

Mr. Drixaw. I would assume that Japan, too, is a major exporter
too of pharmaceuticals.

Mr. Scuerr. I believe that the United Kingdom, Germany, and
Switzerland are all major exporters of chemical products. I would
not be surprised if their laws contained similar exemptions for
exported products.

Mr. Drixan. So we are not the only offender.

Mr. ScaERR. By no means.

Mr. Drivan. I don’t know whether that makes our behavior better
Or worse.

Thank you very much.

Mr. RosentrAL. Thank you, Mr. Scherr.

[Mr. Scherr’s prepared statement follows :]
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STATEMENT OF 8. JACOB SCHERR, ATTORNEY, NATURAL RESOURCES DEFENSE COUNCIL

I am S. Jacob Scherr, an attorney with the Natural Resources
Defense Council ("NRDC"). NRDC is a public-interest environ-

mental organization, with a membership of over 38,000 persons

. x . - i 1
in the United States and in twenty-one foreign countrles.~/

NRDC has for five years been actively concerned about the pro-
tection of the international environment. T am a member of

the staff of the NRDC International Project, one of the objectives
of which is to monitor and participate in the development'of
U.S. Government decisions that have an effect upon the global
environment. I have been particularly concerned with the
ecological problems associated with the transfer of technology
to developing nations through U.S. foreign aid and trade.

Last May, I served as a member of the United States delegation
to the sixth session of the Governing Council of the United
Nations Environment Program ("UNEP") in Nairobi, Kenya. Through
my work, I have become familiar with the environment=l attitudes

and policies of developing country governments.

1/ NRDC's principal place of business is 122 E. 42nd Street,
New York, New York 10017, with additional offices in
Washington, D.C. and Palo Alto, California
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I appreciate the opportunity to discuss, on behalf of
NRDC, the policy of the U.S. regarding exports of regulated
products. It is our view that existing 1eqislation creates an
unjustifiable double standard. Most products considered too dan-
gerous or too little studied for use at home are, nonetheless,
allowed to be freely sold abroad. The failure of the U.S.
Government to recognize its responsibility for the control of
potentially dangerous exported goods has led to significant
damage to health and the environment both here and overseas and

has injured our nation's image in the international community.
J b

We want to stress at the outset that we do not advocate

a prohibition of the export of all products that are banned for
domestic use, hor do we propose to force U.S. environmental and
health standards on other countries. We recognize that each
nation, as sovereign, has the primary duty to protect the health
and safety of its people and we realize that there may be
products that would not be appropriate for use in the U.S., but
could provide overriding benefits to other countries with
different problems and priorities.

Instead, we believe the obligation of the United States as an
exporter, is to provide to the governments of the importing
countries an opportunity to make their own informed judgments
as to the risks and benefits involved with the purchase and use

of products which are banned or restricted in the U.S. The
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need for notification, full information, and technical assistance

is particularly acute in developing countries many of which

lack adequate administrative and technical capabilities. Through

cooperation with importing countries and minimal regulation,
the U.S. can mitigate the hazards posed by exports of banned
or restricted products.

I. The Nature of the Problem

The sales abroad of products not permitted at home have
become a matter of international concern over the last few
years as a result of incidents of widespread poisoning and
severe environmental harm. There is a sense of outrage on
the part of many poor countries whose citizens are the most
vulnerable to exports of hazardous drugs, pesticides, and food
products. At the 1977 meeting of the UNEP Governing Council,
Dr. J. C. Kiano, the Kenyan Minister for Water Development,
warned that developing nations will no longer tolerate being
used as "dumping grounds for products that had not been ade-
quately tested" and that their peoples should not -be used as
"guinea pigs" for determining the safety of chemicals. He
urged that "Unless a product has been fully tested and
certified, and widely used in the countries of origin, it

should not be used for export.“gf

2/ The Standard, Nairobi, Kenya, May 11, 1977 at 3.




The views of Dr. Kiano were incorporated in a decision
passed by the 58-nation Governing Council. Decision 85 (V)

adopted on 25 May 1977 and entitled Human and Environmental

Health, acknowledged that "there have been unethiecal practices
concerning the distribution of chemicals, drugs, cosmetics, and
food unfit for human consumption" and that "there is a need
for harmonious cooperation . . . between exporting and
importing countries." The Governing Council urged:
"Governments to take steps to ensure that

potentially harmful chemicals, in whatever form

or commodity, which are unacceptable for domestic

purposes in the exporting country, are not per-

mitted to be exported without the knowledge and

consent of appropriate §uthorities in the

importing countries.” 3,

The control of toxic chemicals clearly is no longer a

problem only for industrialized nations. The production, dis-

tribution, and consumption of chemical products is increasing

worldwide. It is estimated that some 30,000 different chemicals
are produced commercially and are utilized as ingredients in
probably more than a million products. Several hundred new
chemicals are introduced into the market each year.il As is

true of many advanced technologies, the use of chemicals has

3/ A copy of the full text of the decision is included in
an appendix to this testimony.

4/ UNEP, "The State of the World Environment 1978," at 2 (May 1978).

32-427 O =78 =4
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spread throughout the developing world much faster than the
capability to assure their safe use. Some developing countries

have enacted virtually no legislation to govern the importation,

domestic use and disposal of ﬁotentially toxic chemicals, and

few maintain any facilities for moniiorinq the effects of the
products on health or the environment. Even where decent laws
are on the books, many governments lack the technical and admini-
strative capacity to implement them. The communications between
officials of the ministeries who manage importation and dis-
tribution and officials of health ministeries, who are at
least likely to appreciate the significance of potential hazards
may be minimal. By permitting the uncontrolled export of
hazardous chemical products, the U.S. and other producing
nations demonstrate a lack of sensitivity to the challenges
faced by health and environmental officials in developing
countries.

0f all the hazardous chemical exports, pesticides perhaps
have the greatest potential for widespread injury. According
to the World Health Organization, pesticide poisonings of farm
workers have become a major health problem in many nations.i/

It is the rural poor in developing countries who are the most

5/ World Health Organization, "Occupational Health Programme,"
o Report by the Director General (April 9, 1978).
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likely wictims because of their inexperience in handling modern
chemicals and the absence of instructions and safety warnings

in local and understandable language. The risks of pesticide
use are further compounded by the lack of expertise on the part
of officials of importing countries who rely on pesticide sales-
men more interested in promoting their products than in sharing
information on known dangers.g/

The extent of human suffering and environmental harm
resulting from trade in banned or restricted pesticides cannot
be fully documented. Most incidents do not receive any interna-
tional attention. Only a few major catastrophes have been
reported. One involved the pesticide Leptophos which was never
registered by the Environmental Protection Agency ("EPA") for
domestic use. In 1975 alone, Velsicol, a Texas-based corporation,

exported 3,092,842 pounds of Leptophos to thirty couatries.

Over half of that was shipped to Egypt, a country with no
1/
procedures for pesticide regulation or tolerance setting. In

December 1976, the Washington Post reported that Leptophos use

in Egypt resulted in the death of a number of farmers and

E. Eckholm, The Picture of Health: Environmental Sources
of Disease 166 (1977)

Response of Jim Kaminsky, General Accounting Office to a
letter of Representative George E. Brown, Jr, (June 21,
1977)
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8/

illness in rural communities. Symptoms included convulsions,

speech impairments and loss of bladder control. In addition,
over 1,000 water buffalo died from Leptophos poisoning. Egypt
stopped its purchases of the pesticide in 1976. But despite
the accumulation of data on Leptophos's severe neurotoxicity,
Velsicol continued to market the product abroad for use on
grain and vegetable crops while proclaiming the pesticide's
safety.g/

The hazards posed by the production and sale of products
prohibited for domestic use is not limited to harm in the
importing nation, but can have a direct effect on U.S. public
health and environment. In the Texas plant that manufactured
Leptophos, many of the workers became severely ill as a result
of exposure to the pesticide. Symptoms included partial paralysis,
blurred vision, dizziness and for one worker spastic paralysis
of the lower extremities. One worker describig/his condition:

"My spine is deteriorating. Its dissolving."  And a Senate

Subcommittee revealed that since 1972 American imports of

Washington Post, December 10, 1976, at 1.

Eckholm, supra note 6 at 166

ftor ]

Washington Post, December.l, 1976, at 1
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tomatoes, beans, peppers, cucumbers, peas, cantaloupe, egg-
plants and squash from Mexico contained residues of the highly
toxic pesticide.il/

Other reported international incidents involve organic
mercury fungicides and the herbicide 2,4,5-T. 1In 1972, Irag
imported 8,000 tons of wheat and barley coated with an organic

mercury fungicide, whose use had been banned in the U.S. and

other developed countries. At least 400 Iragquis died and up to

another 5,000 were admitted to hospitals after consuming the
12/ j -
grain.”  U.S. companies continued to sell 2,4,5-T in South

America even after its EPA registration for most domestic uses

was cancelled in 1970. IrIl'rl Columbia, a rash of miscarriages and
deformed babies during the early 1970's has been possibly linked
to exposure to 2,4,5-T, a pesticide similar in make-up to Agent
Orange, the defoliant used by the U.S. military in Vietnam and
later found to cause birth defects and death.ég/

U.S5. drug sales abroad illustrate another element of the

hazardous export problem. Under current law, new drugs not

licensed for use in the U.S. cannot be exported. However, the

San Francisco Banner, June 24, 1977. The residue tolerance
for Leptophos was finally revoked by EPA in November 1976.

T. Farvar, "The Interaction of Ecological Social Systems,”
Quter Limits and Human Needs 70 (1976).

Weir, "For Export Only: Poisons, Dangerous Drugs,"
Rolling Stone, February 10, 1977 at 31.
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law exempts approved drugs sold abroad from the limitations
placed on their domestic distribution. Thus, prescription
drugs can be sold over-the-counter; adulterated, ‘contaminated
and misbranded drugs can be exported; and there is no effort by
the U.S. to curb misleading advertising, marketing and decep-

tive practices by U.S. companies selling to developing countries.

It is not uncommon for U.S. drug companies to provide

foreign customers with different information than domestic
purchasers.lﬂ/ Winstrol, a synthetic male sex hormone manu-
factured by a subsidiary of Sterling Drug Inc, causes several
known side-effects including the stunting of growth in children
and baldness, deepening of voices and clitoral enlargements in
girls. The Food and Drug Administration ("FDA") has stated that
these side effects are "virtually irreversible." While Winstrol
is drastically limited for domestic use, the Brazilian magazine

Opiniao reported that it is available in virtually every pharmacy

in Brazil. And a two page advertisement in a Brazilian medical

14/ See Hearings before the Subcommittee on Monopoly of the
Senate Small Business Committee, May 26 and 27, 1976.

Naturally, United States law can not affect unscrupulous
practices by foreign distributors of U.S. manufactured pro-
ducts. But to the extent that inadequate or inaccurate
information is provided to purchasers or importing governments

by Amerlgan companies, it is our responsibility to remmlate
such activities,




51

journal pictured a healthy boy and recommended the drug to
combat poor appetite, fatigue and weight loss. The same
company also exports the painkiller dipyrone known to cause a
fatal blood disease. The American Medical Association warns
that dipyrone be used only as "a last resort." But marketed

in the Dominican Republic as Novaldin, dipyrone is advertised
with pictures of a contented child smiling about the "agreeable

15/
flavor" of the Novaldin drops.

Chloramphenical, an antibiotic marketed in Latin America

by several American firms, is active against many different
infections, takes effect quickly and is relatively inexpensive
to produce. However, chloramphenical use has serious side-effects
causing, in some patients, aplastic anemia with a mortality

rate of between 30 and 60 percent. The FDA has required that
chloramphenical be recommended only for life-threatening
infections such as typhoid fever, Rocky Mountain spotted fever
and hemophilus influenzal meningitis. In the United States,
promotional materials hawve to carry a warning that the drug
must not be used for trivial infections. 1In Latin America,
however, the same drug was promoted for tonsillitis, bronchitis,

whooping cough, soft tissue abscesses and other "life-threatening"

15/ Weir, supra note 13 at 31




diseases. It was even pushed for the treatment of influenza
16

and the common cold.

Lomotil, produced by the American-based G.D. Searle Co.
is an effective drug for relieving the symptoms of diarrhea
associated with mild stomach disorders. However, in developing
countries where diarrhea is generally associated with faecally
transmitted, often water borne infections, Lomotil use only
masks indications of a more serious potentially fatal disease.iz/
With children, Lomotil use is especially hazardous because the
difference between the recommended dose and fatal dose is very
small. In the United States Lomotil can only be purchased by
prescription and is not recommended for use bv children. But
in many developing countries Lomotil is sold over the counter
and is promoted as suitable for serious cases of diarrhea. 1In

fact, in the Sudan, Lomotil was sold in packages proclaiming the

16/ Hearings on the Drug Regulation Reform Act (H.R. 12611),

e Before the Subcommittee on Health and the Environment of
the House Committee on Interstate and Foreign Commerce,
June 12, 1978 (Statement of Milton Silverman)

The World Bank's Health Vector Policy Paper for 1975 reported
that ". . .bacillary dysentery and amoebiasis,  enteritis and
other diarrheal diseases was the leading cause of death in
Paraguay (1971) Guatemala (1970) and El Salvador (1971).
In a case study on the Punjab, a death rate of 3,446 per
100,000 infants from acute diarrhoeal diseases were reported.”




drug was "used by astronauts during Gemini and Apollo space
flights" and recommending use by children even as young as
12 months.ig/

Recently, much attention has been focused upon tris-
treated baby clothes. Tris, used as a fire retardant in
children's sleepwear was found to be carcinogenic and was
subsequently banned for sale or distribution in the U.S. by
the Consumer Product Safety Commission ("CPSC") on April 8,
19??.52/ Many U.S. manufacturers of tris-treated sleepwear
reacted to the CPSC action by exporting their inventories of
such products to countries without tris bans, primarily third
world nations. The CPSC finally banned the export of tris-treated
products on June 14, 19?8.32/ However, the ban did not take
effect until several million dollars' worth of the product found

21/
its way into foreign markets.

M. Muller, "Lomotil A Case of Moral Incontinence” New
Scientist, 31 March 1977, p. 786.

42 Fed. Reg. 18849 (1977)

43 Fed. Reg. 25711 (1978)

The CPSC took this action pursuant to the Federal Hazardous
Substances Act. While this Act exempts all products manu-
factured for export from the requirements of the Act,

CPSC claims it was within its power to ban the export of
tris-treated sleepwear since the sleepwear had originally
been manufactured for domestic sale.

washington Post, May 5, 1978 at C-1




We have been unable to obtain trade statistics on the
export of particular products which have been banned or re-
stricted by U.S. agencies. Since products manufactured for
export only are generally exempt from reporting fequirements
of U.S. laws, U.S. regulatory agencies at best carry out limited
monitoring of exports of unregistered or unlicensed products.
Those records which are maintained are often regarded as trade
secret and therefore not disclosed. The Department of Commerce
does compile records of all exports, along with the country of
destination, but these figures are grouped by categories from
which it is impossible to determine a figure for a particular
product that is banned or registered in the U.S.

We do have some basic data from EPA on pesticide exports,
which suggest that the variety and volume of exports of un-
registered or restricted pesticides are significant. An
estimated 15% of the 588 million pounds of pesticides exported
in 1975 were comprised of products never registered or cancelled
or suspended by EPA. TIn that year, pesticides produced for

export whose use was banned or severely restricted in the U.S.

included aldrin, strobane, DDT, 2,4-D, toxaphene, heptachlor,
22

lindane, 2,4,5-T and endrin.

22/ FKaminsky response, supra note 7.
The U.S. status of these pesticides is:

Aldrin: All registrations except three minor non-food
uses cancelled because of suspected carcinogenicity
and possible toxicological effects including birth
defects, reproductive effects and danger posed to
endangered species.




Among the pesticides exported in 1977 for which an EPA
registration had never been granted were Chemviron, Orchex,

Korvar, Finaven, Zeniofol, Reldan, Machete, Nemophos, Cyolane

(Cylan), and Simetryn. In regard to some of these pesticides,

EPA has no information even as to their ingredients.

continued from page 12
Strobane: All registrations voluntarily cancelled because
of suspected carcinogenicity.

DDT: All registrations except four health related uses
cancelled because of evidence of carcinogenicity
and adverse environmental effects.

2,4-D: Referred to EPA's Office of Special Pesticide Review
("OSPR") because of conflicting analysis of car-
cinogenicity tests.

toxaphene: Undergoing review by OSPR to determine whether
to cancel registration (known as Rebuttal Presump-
tion Against Registration or RPAR process) triggered
by evidence of oncogenicity, other chronic effects
and reductions in non-target aquatic, avian and
mammalian species.

heptachlor: Pursuant to a settlement plan, all uses except
two minor non-food uses will be phased out.

lindane: undergoing RPAR process triggered by evidence of
oncogenicity, fetotoxicity and reproductive effects
and acute toxicity in aquatic and avian species.
Final decision on RPAR due at end of this year.

all registrations for food uses and for uses in

or near bodies of water cancelled. Remaining uses
(primarily forest) undergoing RPAR process triggered
by possible oncogenicity and teratogenic and
fetotoxic effects due to dioxin contaminants.
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II. Current Legislation Regarding Hazardous Exports

The six U.S. product control statutes contain provisions
concerning the export of products within their purview. Each
takes a slightly different approach on exports of_banned or
unlicensed products, but each in some way imposes a double
standard. That is one standard is used for those products manu-
factured for sale abroad and another standard is used for pro-
ducts manufactured for sale in the U.S,

23/
Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA")

FIFRA, as amended in 1972, is administered by the EPA.
Under the Act, all pesticides sold or distributed in interstate
commerce must be registered and must meet labelling, packaging
and other standards. However under §17(a) "pesticides . . .
intended solely for export to any foreign country and prepared
or packed according to the specifications or directions of the

purchaser of the foreign purchaser" are exempted from the other

provisions of the Act except for Section 8. Section 8 permits

continued from page 13

endrin: registration for use on tobacco cancelled. Under-
going RPAR process triggered by evidence of
oncogenicity, teratogenicity, reductions in
endangered species and reductions in non-target
aquatic pests. Currentlv designated restricted
(can only be applied under the direct supervision
of an applicator determined to be competent in
the handling of pesticides).

EPA, Suspended and Cancelled Pesticides, Revised May 1978;
OSPR Status Report April 17, 1978; and personal conversa-
tions with EPA staff.

23/ 7 U.S.C. §5136-136y




the Administrator to require whatever record keeping he de-

termines are necessary for effective enforcement of FIFRA.
Section 17(b) also states that "whenever a registration or

a cancellation or suspension of the registration of a pesticide

becomes effective, or ceases to be effective, the Administrator

shall transmit through the State Department notification thereof

to the governments of other countries and to appropriate
24/
international agencies.”™

The following criteria were established by EPA for deter-
mining which registration actions should be transmitted to
foreign officials and international organizations:

"The Agency will make available for transmittal
to foreign governments notices of all registrations. . . .
Foreign governments and appropriate international organ-
izations expressing interest will be notified of any
cancellation or suspension action which has become effec-
tive and which is determiped to have national or inter-
national significance. "2,

The FIFRA amendment reguiring notification was passed in
1972, yet EPA did not publish operating procedures until
July 1, 1975.

Section 17(d) of FIFRA also requires the Administrator to
participate and cooperate in any international efforts to.
develop improved pesticide research and regulations.

Response of Jim Kaminsky, supra, note 7.
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EPA's past efforts to notify foreign governments of
registration changes were recently reviewed by the General
Accounting Office ("GAO") and were found to be less than
adequate?gf The GAO surveyed EPA's and the Department of
State's policies, practices, and relevant legislation; reviewed
documents, records and reports on notification; and interviewed
responsible officials at the two agencies and ten foreign

21/
countries.

Since 1972, when the notification provision became effective,

EPA has cancelled, suspended or significantly restricted use
of fourteen pesticides, yet the records surveyed revealed that
EPA requested the State Department to notify foreign nations
about only five of the regulatory actions taken.

No attempt was made to inform foreign governments about
regulatory actions on the following pesticides: chlordane,
quaternary ammonium compounds, aramite, chloranil, safrole,

7 28/
heptachlor, kepone, OMPA, strobane. EPA officials stated

26/ Letter from Henry Eschwege, Director, Community and
Economic Development Division GAO, to
Douglas M, Castle, Administrator, EPA, (April 20, 1978).

27/ The ten nations were: Costa Rica, West Germany, Guatemala,
Indonesia, Mexico, New Zealand, the Philippines, Sri Lanka,
Surinam, and Thailand. The FIFRA amendment requiring noti-
fication was passed in 1972, yet EPA did not publish
operating procedures until July 1, 1975.

EPA (or its predecessor agency) had cancelled the registration
of six other pesticides prior to the 1972 notification require-
ment: bithionol, endrin, lindane, polychlorinated biphenyls.
No notices of these cancellations weré transmitted.




that the reasons EPA decided against notification were
either that the registrants initiated the cancellations or

because all product uses were not cancelled.

However the GAO determined that the actions taken on the

above listed chemicals:

"have both natiocnal and international implications, and

notifications should have been made. For example, regi-

strations of chlordane and heptachlor were suspended and

strobane was cancelled for most uses because of their

suspected potential in causing tumors in animals.

Chlordane and heptachlor were two of the most widely

used pesticides in the world. The strobane action

canceled 34 product registrations."
In the cases where the regulatory action was deemed signifi-
cant, notification was sent to U.S. embassies overseas leaving
the responsibility for assuring that the appropriate offical of
the foreign government received notification on Embassy personnel.
The GAO reported that "in talking with cognizant foreign officials,
we found that few had actually received the notifications. It
appears that notifications were not distributed to cognizant
officials because neither EPA nor State had procedures for
assuring that notificatiors reach their proper destinations.”

The GAO also found that foreign officials received "little,
if any, information through official channels regarding the
U.S. regulatory status of pesticides" and that:

"Representatives from less developed nations were

particularly anxious to receive such timely data because

they did not have funds or qualified people to perform

hazard evaluations equivalent to EPA's; therefore,
they rely heavily on U.S. registration as a guide for
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allowing use in their country."

A House-Senate Conference committee is currently consider-
ing amendments to FIFRA which would tighten up regulation of
exports%gfsoth the House and Senate versions would require
exporting firms to supply to EPA annual production and sales
data. Both bills also provide that all pesticides not regi-
stered by the EPA carry prominent labels stating "Not
Registered For Use In The United States Of America." The
House amendments would require all foreign purchasers of un-
registered pesticides to sign a statement acknowledging that
they know they are buying a product that cannot be sold in
the U.S8. Copies of the statements would be sent by EPA to
the importing government. In addition, the Senate version
would mandate that pesticides sold abroad meet the same
packaging and labelling standards as products sold domestically.

30/
Toxic Substances Control Act ("TOSCA")

TOSCA was passed in 1976 to assure that adequate data is
developed as to effects of chemical substances on health and the

environment and to provide EPA with the authority to regulate

29/ H.R. 8681, 95th Cong., lst Sess., §18 (1977)
8. 1678, 15th Cong., lst Sess., §17 (1277)

30/ 15 U.S.C. §§52601 et seq.
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those substances that present an unreasonable risk of injury.
Section 12(a) exempts those chemical substances that are man-—
ufactured and labelled for export from all domestic regulations
of the Act except Section 8 (Reporting and Retention of Informa-
tion). The export exemption does not apply only if the Admini-
strator finds that the chemical will present an unreasonable risk
of injury to health or to the environment of the United States.
TOSCA also contains a notification provision, Section 12(b),
which states that any person intending to export a chemical for
which submission of data is required under the Act must notify
the Administrator of that intention, the Administrator will
then furnish to the importing government notice of the avail-
ability of the data. Similarly, if a person intends to export
a chemical for which rule, order, action or relief has been
granted or is pending, the exporter must notify the Administra-
tor who in turn will furnish the importing government notice of
such regulatory action. It is too soon to determine whether
EPA will be more successful in implementing TOSCA's notifica-~

tion requirement than it has been with the FIFRA provision.

Consumer Product Safety Act ("CPSA“)EE/
Federal Hazardous Substances AS} ("FHSA") 32/
Flammable Fabrics Act ("FFA")22

All three laws are administered by the Consumer Product

15 U.S5.C. §§ 2051 et seq.
15 U.S.C. §§ 1261 et seq.

15 U.S.C..§§ 1191 et seq.

32-427T O=-T8 =5
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Safety Commission. The CPSA, passed in 1972, seeks to protect

the public against unreasonable risks of injury associated

with consumer products and enpowers the CPSC to promulgate

consumer product safety standards and to ban unreasonably
dangerous products. Section 18 of the CPSA states that the
requirements of the Act do not apply to any consumer product
if (1) the product was manufactured or sold for export and (2)
the product is labelled that it is intended for export.

The FHSA, as amended, provides for the ban or precautionary
labelling of hazardous substances (other than pesticides, food,
drugs and cosmetics). Under Sections 5 and 6 a person is not
subject to the criminal penalties of the Act for shipping a
hazardous substance to a foreign country if the substance is
marked for export and labelled in accordance with the specifica-
tions of the foreign purchaser and in accordance with the laws
of the foreign country.

The FFA, as amended, permits CPSC to set Fabric Flammability
Standards or regulations to protect the public against unreason-
able risk of the occurence of fire. Section 15 states that the
Act does not apply to any fabric which is to be exported pro-
vided the fabric is labelled for export. :

H.R. 12442, currently pending before the House of Represen-
tatives, would amend the export provisions of these three acts
administered by the CPSC to give the Comnission greater authority
over the export of hazardous products. These proposed

amendments would:
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(1) eliminate a product's exemption from the respective
Act if the CPSC determines that the exportation would present

an unreasonable risk of injury to persons in the United States.

(2) reguire that in specified circumstances the exporter

must give the CPSC 30 days advance notice of the exportation
during which the CPSC would be required to notify the involved
foreign government of the exportation and the status of the
product in the U.S. The CPSC must also puhlish a notice in

the Federal Register that they have been notified of the
intended export. The notification requirement would be trig-
gered under the CPSA if the product intended for export is not
in conformity with an applicable or proposed consumer'product
safety standard. Notification under the FHSA would be required
when the product intended for export is a misbranded hazardous
substance, a banned hazardous substance, or a substance subject
to a proposed rulemaking to classify the substance as banned.
And notification would be required under the FFA when the
intended export fails to conform to an applicable flammability
standard or regulation in effect or proposed under the Act.

33/
Federal Food, Drug, and Cosmetic Act ("FFDCA")

The FFDCA, as amended, is administered by the Food and Drug

Administration ('FDA"). It wasbroadly designed to "keep interstate

33/ 21 U.S.C. §§301 et. seq.
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channels from deleterious adulterated and misbranded articles

of specified types to the end that public health and safety
34/

might be advanced."
The export provisions of the FFDCA differentiate between
three catagories of medical products:

(1) new drugs, new animal drugs and animal feeds containing

new animal drugs which cannot be exported unless they are
licensed for domestic use;

(2) other drugs (e.g. antibiotics, insulin, "grandfather
drugs") which may be exported if they meet four criteria: (i)
they accord to the specifications of the purchaser, (ii) they
are not in conflict with the laws of the importing nation, (iii)
they are labelled for export, and (iv) they are not offered

35/
for domestic sale.

; 331 Uu.8, 432, 67 5. Cct. 1283, 91'L. Ed4d.

Drugs, other than new drugs, that meet the four conditions
can be exported even if they are adulterated and misbranded.
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(3) medical devices, which may be exported if they meet
the four criteria stated in (2) and the Secretary of the
Department of Health, Education and Welfare ("HEW") determines
that the device is not contrary to public health and safety and
that it has the approval of the importing country.éﬁ/

The House and Senate are both considering a FDA-sponsored

37/
bill which would lift the export ban on new drugs.”  Unlicensed

drugs could be exported under the Bill if the exporter obtains

a permit from the Secretary of HEW. Prior to the issuance

of a permit, the exporter must provide the Secretary with:
evidence that the drug accords to the specifications of the
foreign purchaser; certification from the government of the
country of destination that it has been informed of the legal
status of the drug in the United States and that it does not
disapprove of the importation and distribution of the drug;

and other specified information. The Secretary is required to
issue the permit unless he determines that (i) the product does
not meet the purchaser's specifications, (ii) the product is
not clearly labelled for export, (iii) the applicant has failed
to supply the required certification from the foreign government,
(iv) based on the available evidence, the export is contrary to

public health, or (v) the application contains an untrue state-

36/ Section 801(d)

37/ H.R. 12611, 95th Cong., 2nd Sess., §§ 134-136
S. 2755, 95th Cong., 2nd Sess., §§ 134-136
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ment of material fact. The bill would also require that all
exports comply with U.S. manufacturing and guality control and
labelling standards. Under the Act the exporter must also
assure that the product reaches its destination and establish
and maintain records to enable the Secretary to determine
whethér the conditions of the permit are being met. Finally the
Bill provides the Secretary with the authority to exchange
information with health officials of foreign governments and
international organizations and to provide training for employees
of foreign governments.

While we do not oppose amendments to the FFDCA which would
permit the export of certain drugs unlicensed for domestic
use, we feel that the FDA bill does not sufficiently protect
the interests of the U.S. or the foreign purchaser. Our
suggestions for what we believe would be a more effective

approach are presented at the end of this testimony.

III. The Scope of U.S. Responsibility

~ The current attitude of the United States toward exports

of hazardous products might be characterized for the most part
38/
as caveat emptor or "let the buyer beware." Yet this view

is inconsistent with the commitment of the United States to

=

38/ The doctrine of caveat emptor has all but been abandoned
in the United States, It is now well established in U.S.
law that the seller has a duty to exercise the care
expected of a reascnable person of ordinary prudence to
see the goods do no harm to the buyers.
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the protection of human rights and well-being. Further, it
can undermine efforts to protect the health and safety of

members of the U.S. public and the quality of our environment.

The sales abroad of banned or restricted chemical products
was again a matter of extensive discussion at the UNEP
Governing Council meeting in May 1978. The Kenyan delegation,
which had first raised the issue at the 1977 session, was
joined by representatives from Bangladesh, Ghana, Iran, Jamaica,
Nigeria, Pakistan, and the Philippines, in expressing concern
about hazardous exports. Also;a number of industrialized
nations, including Belgium, Canada, the Federal Republic of
Germany, Sweden, and the U.S., were in agreement that existing
means for providing full information to chemical-purchasing

countries were inadequate. The Governing Council adopted a

decision  reaffirming the 1977 decision ‘discussed earlier,

which noted "the repeated occurrence of harmful effects to the
health of people and of the environment caused by lack of
awareness of the risks associated with potentially harmful
chemicals" and "the need for strong and effective measures in
all countries to ensure protection against such risks." The
decision called upon Governments of both exporting and
importing countries to institute adequate monitoring, evaluative
and protective measures in regard to international commerce in

chemical products. The Governing Council appealed to exporting
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countries to prevent the export of items which are restricted

or not registered for domestic use until it has been ascertained
that designated officials in the importing country have

obtained (1) information on environmental health tests and

their results and (2) detailed instructions in mutually agreed
languages for the safe use of these products, so as to permit
these officials to make fully informed decisions on the import
and utilization of the products. A corresponding appeal was
directed to importing countries to improve their own capabilities
to make such decisions.ég/

What emerged from the UNEP discussions was a sense that both
exporting and importing countries shared a responsibility in
regard to trade in potentially toxic chemicals. It is also in
our nation's own immediate interests to more effectively monitor
and control hazardous exports. First, tighter regulation of
the export of hazardous products would mitigate the direct
health hazards posed to those Americans involved in the products'
manufécture and distribution. The Leptophos tragedy described
earlier is not unique. Another example involved the now
infamous kepone, 99% of which was exported in 1974-75. In y

1975, Life Science Products, a small chemical plant in Hopewell,

Virginia ceased its production of Kepone, after 70 persons

39/ The decision was initially introduced by Belgium, Canada,
Iran, Kenya, the U.S.S.R., and the United Republic of the
Cameroon. A copy of the full text of the decision is
included in the appendix to this testimony.
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connected with the Life Science plant, including ten wives

and children of employees, became seriously ill from Kepone
exposure. In 1977, the Congressional Research Service investi-
gated the incident and reported that the symptoms exhibited by
those affected included,

"slurred speech, nervousness, tremors, twitching

eyeballs, liver damage, loss of memory, and

sterility. A total of 29 Life Science employees

have been hospitalized for treatment. According

to Virginia health officials, between 15 and 20

former Kepone workers still have a significant

disability and about 12 probably will never be

able to hold a job again."40.

Kepone discharges from the Hopewell plant were also responsible
for contamination of the James River and Chesapeake Bay. As
a result the river had to be closed to fishing.

The Senate Subcommittee on Agricultural Research and
General Legislation in 1976, after holding oversight hearings
concerning the Kepone incident, determined that manufacturing
plants producing pesticide technical materials and pesticides
produced exclusively for export did not have to comply with the

a1/
FIFRA provision requiring registration of establishments.

Under existing law, it appears to be perfectly legal to begin

40/ Musgrove, Connie, Kepone Pollution: A Summary Review
(Issue Brief Number IB76062) The Library of Congress,
Congressional Researrh Service, Major Issues System,
Environment and Natural Resources Policy Division, May 27,
1977 p. 1.

S. Rep. No. 95-334, 15th Cong. 1lst Sess. 1977 p. 13




the large-scale manufacture and worldwide distribution of a

pesticide without even notifying the EPA.

The manufacture of a banned pesticide for export may

pose an additional risk to the health of the U.S. public as
residues on imported food. A study conducted by FDA last year
revealed that 45% of the 55 imported green coffee bean tested
by the Agency contained illegal residues of pesticides that have
been banned or restricted for use in the United States. The
pesticides detected inclgded DDT, BHC, DDE, lindane, malthion,
dieldrin and heptachlor.;zf

There is one further pathway for exported pesticides to
return to the U.S. Toxic chemicals introduced into the environ-
ment in Canada, Mexico, or even overseas can by travelling
by water or air, cause harm in the U.S. Traces of DDT have
been found in the most remote corners of the world. In fact,
it is impossible to find any population that has not been

43/
exposed to DDT.

Press Release, Senator Gaylord Nelson, January 30, 1978

These domestic impacts establish the need for closer moni-
toring of unregistered or severely restricted pesticides.
Only with complete information concerning the life cycle
of exported chemicals, from production to disposal, can

the EPA, FDA, and the Occupational Health and Safety
Administration establish enforcement priorities so as to
avoid injury to U.S. health and the environment.
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In addition to furthering our efforts to protect domestic
health and the environment, the acceptance of an obligation to
cooperate closely with environmental and health officials in
countries importing U.S. products also serves our nation's
diplomatic and commercial interests. Incidents, such as those
involving Leptophos, do damage to, the reputation of U.S.-produced
goods and increase resentment towards our nation. As awareness

of product dangers continues to grow in developing countries,

an enlightened U.S. policy on hazardous exports could provide /

a competitive advantage over other exporting countries.

IV. Proposal for a Uniform Policy on Hazardous Exports

We believe that the objectives of a U.S. policy on hazardous
exports should be:

(1) Close monitoring of production and export of hazar-
dous products. In our view, the availability of these statistics
is a necessary starting point for effective control of trade
in banned or restricted products.

(2) Assurance that'all available information concerning
the risks and benefits ‘associated with the prohibited or
restricted product has been made available to the designated
health or environmental official in the importing country prior
to the export of the product.

(3) Reguirement that all exports of regulated products
meet U.S. quality control and labelling (including promotion)

standards.
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(4) Notification to the importing countries and inter-
national organizations of all appropriate U.S. regulatory
actions. Through closer monitoring of trade, the U.S. govern-—
ment can insure that other nations can receive an early warning
of newly discovered hazards.

(5) Provision of technical aid and training to governments
of developing countries importing U.S. products.

(6) Authority to prohibit exports where products pose
unreasonable risks to health and safety of the U.S. public or
to the global commons.

To attain these goals, we believe that the U.S. export
policy should contain the following program elements:

(a) A permit system whereby prior to the export of any
product not approved for domestic use, the exporter must obtain
a permit from the appropriate federal agency. Permit applica-
tions would consist of supplying the agency with information
easily obtainable by the exporter, including, but not limited

to:

(i) name and address of the establishment where
the product is manufactured;

(ii) name and address of purchaser or consignee;

(iii) evidence that the product accords to the
specifications of the purchaser;

(iv) samples of labelling and promotional materials;

(v) description of tests made on the product, if any
known to the exporter; and




(vi) certification from a designated health or
environmental official of the country of
destination that he has examined all available
information, that he understands that the
product is not available for sale’or use in
the United States and that he approves of the
importation.

(b) Reguirement that labelling of the product be in the
language of the country of destination and that it contains
the following information: generic name, directions for use,
storage instructions, warnings of known side-effects, and
expiration date. The label shall also clearly state, as
appropriate, that the product is prohibited or restricted for
use in the United States.

(c) Requirement that any promotional or labelling materials
not be false or misleading.

(d) Requirement that manufacturing, holding, and dis-
tribution qf the product comply with U.S. standards for good
manufacturing practice.

(e) Requirement that the product meets all internationally
prescribed standards.

(f) Requirement that the product is not adulterated,
contaminated or misbranded.

(g) Requirement that each regulatory agency establish
a program to provide for the exchange of information with the
appropriate officials of the foreign governments and inter-

-

national organizations. The agencies should make available

data concerning the risks and benefits associated with the
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products' use, the handling and storage of the product,
instructions for proper application and any additional appro-
priate information. In addition, the agencies should establish
programs to train officials or employees of developing country
governments to enable those officers or employees to make
appropriate regulatory decisions.

(h) Notification system which would inform every importing

nation of any action taken by a U.S. agency to revoke, amend,

or limit a permit, license, or registration to sell or use a
product in the U.S. and any action taken to ban a product from

the U.S. market.

We believe that the policy objectives can be achieved only by
changing the legislative mandate of each regulatory
agency that administers a product control statute. It is our
view that the individual agencies should have the primary
responsibility to administer the export controls because they
have the expertise in handling and regulating the particular
products. In addition, regulation of exports by the individual
agencies, rather than Department of Commerce or Department of
State, will minimize any duplication of effort. The direct

relationship between the U.S. agencies and their counterparts

in other countries would also provide the most effective and

efficient channel of communication.




We feel that State Department involvement is critical in

assisting the agencies to institute their international

programs and establish relationships with foreign governments.
Finally the program should include an effort to create greater
coordination between all agencies involved in the prevention of
injury caused by the manufacture, handling, distribution, use and
disposal of hazardous products.

Ensuring that importers know the nature of their purchases
will not, by itself, end the abuse of chemical products in
poor countries. Only the development of effective national
regulatory sytems in third world countries can do that.ii/
However, the U.S. policy we have suggested would at least reduce
the chances that the most dangerous chemicals would not be imported
or used by people totally unaware of the risks involved. The
proposed program would not significantly burden either the
exporter or the agencies. Yet, these minor requirements would
provide an important measure of protection for the health of

the public and the environment at home and abroad.

I thank you.

Improvements in Third World regulatory capabilities are
essential to deal with the related problem of the movement
to developing countries of manufacturing plants producing
dangerous goods or involving hazards to worker's health.
See B. Castleman, "The Export of Hazardous Factories to
Developing Nations" (March 7, 1978.
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Appendix
Testimony of J. Scheer

UNITED NATIONS ENVIRONMENT PROGRAMME
GOVERNING COUNCIL DECISION
6th Session, May 1978

H. Health cf pooplo and the environment

Strongly reafflrmina the provislons of dacislons 53 (V) of

13 AprIT 1976 and B5 (V) of 25 ay 1977, and In particular those
contained In its paragraph 2 of the latter,

Noting tho repeated occurrence of harmful effects to the health of
people and of the envirocmiant caused by lack of awarancss of the rlsks
asscclated w!th potentiaiily harmful chomicals,

Noting furthar the reed for strorq and affactive measures In all
countries To ensure protecticn against such risks,

. Appeais to the count:-les axperting petential ly harmful chemicals,
In whatevar fcrm or cemmod ity, to prevent the axport of ltems which are
restricted, or not reaistered for usc. In the countries of orlginuntl|
the exporting couniries have ascertoined that the rasults of tosts and
evaluations on the effacts of thise chemicals on the hoalth of poople
and tha envircnment (as wcli as alled Instructions In mutually agreed
languagos for the safc usa of the products) hava been provided to the
designated authoritius In the reciplint countrizs, so as to make I+
pessible for these authoritios ta make fully Informed declslion on the
Import and utilization of +he products;

s to the Governments of roclplant countries to
take appropri *5 1o strangthon thae copabilitlss of the authorltles
designated to make the decisions referred to In paragraph | abova;

3. Calls upon the Governments cf both exporting and roclplent
countries to Institute adequate monltoring, evaluative and protective
measures In thils regard; .

the Executlve Dlrector to oxplore ways and means of

countries In Instituting the measures refcorred to
In paragraph 3 above, and In findIng solutlons to problems Involving
potentially harmful c cals Including the provislon of Information
on alternatives to thcir usc,

mv—:p/sc.s/r..sfndd. 3
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Mr. RoseNtHAL. Our next witness is Henry Eschwege, Director of
the Community and Economic Development Division of the General
Accounting Office,

We appreciate your being here, Mr. Eschwege, and you may pro-
ceed.

STATEMENT OF HENRY ESCHWEGE, DIRECTOR, COMMUNITY AND
ECONOMIC DEVELOPMENT DIVISION, GENERAL ACCOUNTING OF-

FICE; ACCOMPANIED BY ROBERT G. CHAMBERS, AUDIT MAN-
+ AGER

Mr. Escawege, Thank you, Mr. Chairman.

I would like to introduce my colleague, Mr. Robert Chambers, who
is an audit supervisor in our office and who has been in charge of our
work done on pesticides.

We appear before you today to discuss the effectiveness of Fed-
eral efforts to notify foreign nations regarding U.S. pesticide suspen-
sion and cancellation actions.

This matter was addressed in our April 20, 1978, report to the
Administrator, Environmental Protection A gency—CED-78-103.

Our review is still going on on the broad subject of exporting and
importing of pesticides. But we came across this weakness, I would
say, in the notification process; so we sent this rather short report to
the Administrator back in April of 1978.

There is considerable room for improvement in EPA’s and the De-
partment of State’s joint implementation of the pesticide notification
program in identifying regulatory actions to be reported; in im-
proving procedures to insure that data provided in notifications is
complete, concise, and understandable; and in insuring that respon-
sible U.S. embassies abroad and foreign officials receive all notifications
in a timely manner.

EPA regulates pesticides under the Federal Insecticide, Fungicide,
and Rodenticide Act of 1947, as amended.

Section 17(b) of the act requires EPA to notify foreign governments
and appropriate international agencies “whenever a registration or a
cancellation or a suspension of the registration of a pesticide becomes
effective or ceases to be effective.”

Notification of the T.S. suspension and cancellation actions are
beneficial to both the United States and foreign nations.

The latter benefits because they are alerted to unreasonable hazards
associated with using particular pesticides and can act to lessen ex-
posure of their workers and citizens.

The United States benefits when a nation restricts using these pes-
ticides on food and fiber products imported into the United States.

EPA prepares pesticide suspension and cancellation notifications
in the form of an airgram. The airgrams provide brief statements of
the regulatory action and request that certain documents—usually
Federal Register notices—be provided to foreign governments.

The airgram and attached material are then forwarded to the De-
partment of State which, after review and approval. transmits them
to its diplomatic and consular posts throughout the world for for-
warding to appropriate host country officials.
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EPA often does not make notifications on regulatory actions.

In our April 1978 report to EPA, we reported that, since the act
was amended in 1972 requiring foreign nation notifications, EPA has
canceled, suspended, or significantly restricted using 14 pesticides or
pesticide product ingredients.

EPA and Department of State records show that EPA requested
the Department to notify foreign nations regarding only five of the
regulatory actions. These were aldrin/dieldrin, vinyl chloride. mirex.
leptophos, and BHC. ;

In each case, the Department of State notified U.S. embassies. Agri-
cultural and scientific attachés, or other embassy personnel, were
responsible for assuring that foreign government officials received
notification.

During the same period, however, EPA did not request foreign
nation notifications on the other nine regulatory actions involving
quarternary ammonium compounds in 1973; chlordane, heptachlor,
kepone, OMPA, and strobane in 1976; and aramite, chloranil, and
safrole in 1977.

Mr. RosextrAL, Can you tell us why they didn’t do that ?

You said EPA did not consider it necessary. Why didn’t they con-
sider it necessary

Mr. Escawece. This is because they are talking only about making
such notifications when they themselves have initiated the cancella-
tion or the suspension. When the actions were not final or when all
product uses were not canceled, they would not notify foreign nations.

Mr. RosextHAL. Were there safety factors involved in the nine
pesticides that were not referred on ?

Mr. Caasmeers. In most cases, there were.

Mr. Escuweae. We think so; yes.

We think in all nine cases they should have notified the foreign
countries.

Mr. RosexTHAL. And in those nine cases—and T haven’t followed
this through—but is there a likelihood that food products they were
used on could be reimported into the United States? Is that a pos-
sibility ?

Mr. Escuwece. I am not sure we know about all nine cases.

Mr. Cuamsers. We have cases where food products that have been
imported contain some of these banned chemieals.

Mr. RosextHAL, So there was not only a danger to foreign nationals
but a danger to U.S. citizens.

Mr. EscuwrGe. Yes, sir. I think that is an important thing to stress.

Mr. Rosextaan. How does EPA justify not doing this—on tech- *
nical grounds or a judgment call or what ?

Mr. EscaweGe. Since we made our review EPA has—as I point out
later in my statement—notifi~1 other countries about three additional
of these pesticides.

Mr. RosexTHAL. But then there were six that still were not.

Mr. Escunwece. That is correct.

Mr. RosexTHAL. I am sorry for interrupting.

Mr. Escawece. Since our review, EPA has made notifications on
three of these pesticides, which are heptachlor, chlordane, and kepone.
There is one other pesticide, DBCP, which EPA canceled and made
notice on during 1978,
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Mr. Rosentan, EPA didn’t make notification on kepone, which
is deadly.

Mr. Caameers. Until 1978,

Mr. RosEnTHAL. When did they take their first action ?

Mr. CaanBers. Kepone action was in 1976.

Mr. RosextHAL. For 2 years, kepone exportation went on without
notification.

Mr. Escawgce. That is correct.

Mr. RoseNntHAL. That is almost unbelievable.

Mr. Esonwece. EPA did not consider it necessary to request the
Department of State to notify foreign nations about the nine pesti-
cides.

EPA’s criteria for reporting suspension and cancellation actions
limjt foreign government notifications to those actions, and T quote
“determined to have national or international significance.”

EPA officials said that only EPA-initiated cancellations and sus-
pensions of basic pesticide-active ingredients registered for use in
several products are considered actions of national or international sig-
nificance. Actions on individual pesticide products are not.

EPA decided that notifications on these pesticides were not required
because the actions were not final, registrants voluntarily requested
the cancellations, or all product used were not canceled.

We believe, however, that all of these regulatory actions have both
national and international implications, and notifications should have
been made.

For example, registrations of chlordane and heptachlor were sus-
pended, and strobane was canceled for most uses because of their
suspected potential for causing tumors in animals.

Chlordane and heptachlor were two of the most widely used
pesticides in the world.

The strobane action canceled 34 individual product registrations.

EPA, or its predecessor. also canceled major uses of 12 pesticides,
such as DDT, mercury, PCB, and 24.5-T prior to the act’s 1972
amendment.

Although the 1972 amendment did not require foreign nation noti-
fications of these prior cancellations, EPA requested notifications on
6 of the 12.

EPA should have requested notifications on the other six pesticides,
as they were of equal interest to other nations as those that were
reported.

EPA has not consistently applied its eriteria for foreign nation
notifications. For example, EPA notified nations of its action on
24.5-T although significant uses—uses on rangeland, forests, and
transportation rights-of-way—were retained.

Further, EPA notified foreign nations on its revocation of
leptophos tolerances—the maximum residue that can remain on
food—even though there were no pesticide registrations suspended
or canceled because leptophos was never registered for use in the
United States.

Regarding the latter, EPA said that although notification of toler-
ance revocations is not covered by the act, it felt that this action was
within the spirit of the act and that there was sufficient worldwide
interest to warrant notice.
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We believe EPA’s rationale in the leptophos notification should be
extended to all significant pesticide regulatory actions. :

A further limitation in the program is that EPA cannot readily
determine the international significance of pesticide regulatory
actions.

Actions on relatively minor pesticide uses in the United States may
involve significant uses in one or more foreign nations because of dif-
ferences in climate, crops, and pests.

Accurate, up-to-date, worldwide pesticide usage data is not gen-
erally available. This lack of information and the inherent problems in
predicting changes in significant worldwide pesticide usage patterns
underscores the very real need to notify foreign nations of virtually
all pesticide suspension and cancellation actions.

At the time our work was performed overseas, EPA had initiated
3 notifications covering 11 pesticides. :

Officials of 20 foreign nations told us that generally their countries
had received very little, if any, informatioh through official channels
regarding the U.S. regulatory status of pesticides.

Of the 20 foreign nations, only West Germany and Sri Lanka
acknowledged receiving all three notifications. Five others acknowl-
edged receiving one or two notices. Eight said no notifications were
received, and the remaining five did not comment on this matter.

The statistics on notifications received by foreign nations may not
be entirely accurate, because officials may not recall notifications that
were received. Or officials who were notified may have moved on to
other assignments.

The lack of foreign nation notifications stemmed, in part, from some
embassies not receiving the notifications.

For example, the American Embassy in Costa Rica told us that it
had received no notifications. Four other embassy officials stated that
they had received only one of the three notifications.

A further complication is that forwarding pesticide notifications
may conflict with other duties of some embassy officials.

For example, an official at one embassy told us that he did not
routinely forward notifications on chemicals not registered in the host
country because it may adversely affect U.S, exporting.

Mr. Rosextaarn. He or she was making up his or her own judgment.

Mr. Escawece. I would say so. It is an 1solated case.

Mr. RosentHAL. That person should be disciplined; don’t you
think? Do you have the name of that person?

Mr. Escaweek. I don’t think we have it readily, but we can supply
it.

Mr. RosextaaL. Will you foward the name of the person and the
assienment to the subcommittee please?

Mr. Escawege. Yes, sir.

[ The material referred to follows:]

The official was a local agricultural specialist in an American Embassy. How-
ever, as Mr. Chambers points out later in testimony on pages T4 and 75, we be-
lieve that the instructions supplied to Embassy officials may be ambiguous, lead-
ing them to believe that pesticide notifications are discretionary. The record is
not sufficiently clear to warrant disciplinary action. Rather, we believe that it
would be more constructive for the Department of State to transmit clear, un-

equivoeal instruetions requiring Embassy personnel to transmit all pesticide
notifications to foreign nations in a timely manner.
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Mr. Escawece. Foreign officials in 14 countries expressly told us
that they wanted to receive timely notifications on 1.8, pesticide regu-
latory actions. None said that they did not want to receive notifications.

Representatives from less developed nations were particularly anxi-
ous to receive such timely data, because they did not have funds or the
expertise to perform the types of hazard evaluations being done by
EPA.

They rely heavily on U.S. registration as a guide for allowing use
in their country.

For example, one official wrote to us that Leptophos—Phosvel—was
still being imported and used in Surinam, because he had received no
information on adverse health or environmental effects as a result of
its use.

The official requested information on Leptophos and asked to
receive notifications on all future actions.

Had Surinam received EPA’s March 3, 1977, notification on the
revocation of Leptophos tolerances, it would have been aware of the
nerve damage associated with Leptophos use 14 months before it
requested this information from the GAO.

n cases where foreign officials did receive notifications, some com-
mented that the Federal Register notices provided were unclear and
hard to understand, effective dates of regulatory actions could not be
ascertained, and some copies of notices that were received were
illegible.

We provided several foreign officials with copies of the EPA book-
let, “Suspended and Cancelled Pesticides,” which summarizes EPA
actions on pesticide suspensions, cancellations, and other restrictions.

Many of the officials believed that the type of information in the
booklet alerted them sufficiently to initiate actions or to request addi-
tional data from which to judge whether use of the pesticide should be
curtailed or discontinued.

We concluded that foreign nations want to receive timely and con-
cise notifications on U.S. actions to aid them in their regulatory func-
tions. It is apgarent, however, that foreign nations are not recelving

all EPA notifications and that when notifications are received, they
may be illegible or unclear in meaning.

EPA and the State Department could improve their joint imple-
mentation of the pesticide law’s notification provision.

In our report, we recommended that EPA :

Review all pesticide suspensions and cancellations—both agency and
registrant-initiated—to ic[lent.if_v those of national and international
significance.

Compile information on these actions in concise publications for
distribution to appropriate foreign nations. Publications should in-
clude effective dates and synopses of the regulatory actions in
language that can be understood by officials whose primary language
m a{ not be English.

And, finally, we recommended that EPA develop an appropriate
system with the State Department for timely and efficient dissemina-
tion of this and similar data to foreign officials. A most effective way
might be to have EPA provide direct notifications to appropriate

foreign officials, concurrent with notification to the Department of
State.
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This concludes my statement.

Mr. RosENTHAL. [ want to say that the GAO has done its usual first-
rate job in this matter, and I commend both of you and your col-
leagues and associates for doing that.

We are deeply thankful and grateful for your efforts.

Congressman Drinan?

Mr, Drinvan. Thank you, Mr. Chairman.

I echo those sentiments about the thoroughness of the study.

Why did the GAO choose the EPA first? Is this the beginning of
a series—going to the FDA and soon ?

Mr. Escawece. We have done some work—I was not personally in-
volved with it—in the FDA area as well. It was concerned with im-
ported meat.

Mr. Drixax. I take it that the GAO on its own initiative started
this?

Mr. Escawece. Yes, sir. We have done this on our own initiative.

Like most agencies, we have to spread our forces rather thinly,
but we thought it was about time to get into this area.

Mr. Drixax. I assume that some judgment was made that the EPA
should be surveyed before other agencies, since as you have found they
have been quite derelict in their duties.

Mr. Escawece. The judgment that we usually make in such cases
has to do with the coverage that is given to various programs by the
agencies’ internal review mechanisms themselves, as well as the in-
terest that the Congress expresses in these areas.

We thought this would be a timely subject for review.

Mr. Drixax. On the choice of nations, only two developed nations
are there, and only two major developed nations—West Germany and
New Zealand.

I take it that your results are the same—that the EPA failed to
communicate, even with highly developed nations and even with a
nation like New Zealand where English is spoken.

Mr. Escawece. We have some statistics on that.

Mr. Caamsers. That is an aceurate statement.

We had varying responses from all countries.

As we indicated in our testimony, only Sri Lanka and West Ger-
many had received all three notifications.

Countries like Spain had received none.

Mr. Drivax. It may be that we could fault the Embassy in Madrid,
for never translating this document or communicating it.

Mr. Cramsers, That’s right.

Mr. DriNaN. May I ask this also?

You wrote on May 12 a very good letter to Mr. Costle, the Adminis-
trator of EPA. You made recommendations, and then vou reminded
him of his duty to communicate after 60 days from this report with
the Government Operations Committee. I wonder if that report has
come in ; 2 months have elapsed.

Mr. Escaweee. That was April 20. The reply was due by about
June 20.

T am not aware that they have officially responded.

Mr. Cramsers. The response has not officially been made as of this
morning.

Mr. Drivan. But that response is due.
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Mr. Escawege. You are correct, Mr. Drinan. That would have been
due by June 20. Tt is overdue.

Mr. Drinan. Theyv don’t inform the foreign nations, and they don’t
even comply with the statutory duty to inform the Congress.

What is the next phase of your study on EPA, or would you go on
to some other agency ?

Mr. Escawrce. We are actually continuing in this review to try to
get a better handle on the import side of pesticides to see whether
there are any residues of some of these prohibited pesticides appear-
ing on foods that get imported into this country.

We have a constant presence at EPA. We have staff there all the
time looking at the different programs—just as we have at FDA and
other agencies of the Government. So we are getting into many facets
of EPA’s work.

Mr. Drinan. Let me ask you the question that T asked previous
witnesses.

If the new bill on FIFRA becomes law, will that rectify the negli-
gent. conduct that you have pointed out on the part of EPA?

Mr. Escaweee. It will rectify a good deal, but T still feel there
are a number of things that that particular provision can’t really fully
address,

One was mentioned by a previous witness—having to do with mak-
ing sure that if we manufacture pesticides just for export which are
banned in this country, that the workers are protected in the plant.

The other one is that if even with those restrictions, these pesti-
cides are exported, that they don’t come back to us in the form of im-

ported foods. So those are the two main areas, I think, where you are
not going to be able to cover it under FIFRA.

Mr. Drixnaxn. Could American law really cover that?

If pesticides are, in fact, exported, assuming someone gives the
power to do that, is there any way to monitor these things if they
come back on vegetables from Mexico?

Mr: EscaweGe. There is supposed to be some monitoring of that.

I might add to this that some of these pesticides being used over-
seas don’t necessarily come from the United States. So even if we
were to somehow fix that by a complete ban, it might not prevent some
of the food from coming in with these residues on them.

Mr. Drinan. Is there any way of detecting the residues on the
foods?

Mr. Escaweee. FDA has procedures for doing that. We are still
looking at those.

Wae have had problems trying to get a handle on this. But as we see
it, these procedures, T am sure, could be strengthened. That is our
tentative conclusion on that. There are procedures.

Mr. Drixax. Thank you.

I would ask the Chair if there is any way for the Clongress or the
Government Operations Committee to insist that the EPA. before they
testify tomorrow, comply with their statutorv duty. which they have
not done, in commenting on the report of the GAO which they received
on April 207

Mr. RosenTHAL. We are trving to deal with that.

Myr. Drivax. Thank you very much ; and thank you, sir, for a fine
report.
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Mr, RosextaL. Mr. Corcoran?

Mr. Corcorax. Thank you, Mr. Chairman.

Mr. Rosextrar. Did you want to say something first, Mr.
Chambers?

Mr. CHaMBERS. Yes,

I want to go back to a point that you addressed about the notifica-
tion that was not transmitted.

I think that may stem, in part, from the telegrams that went out
from the State Department.

I think the message was ambiguous.

The reason we put this example in our testimony is that there may
be other Embassy officials who may be misinterpreting their duty
to notify foreign nations.

I want to quote from the telegram that went out in 1975.

It says:

Foreign governments and appropriate international organizations express-
ing interest will be notified of any cancellation or suspension action which has
become effective and which is determined to have national or international
significance.

So the reason that these things may not be passed is, in part, due I
think to the ambiguity in this 1975 telegram. The statement appears
to make notifications optional.

Mr., Rosentiar. Mr. Corcoran ?

Mr. Corcoran. Thank you, Mr. Chairman.

I also want to associate myself with the remarks of the chairman
and my colleague, Congressman Drinan, on our pleasure at your ap-
pearing here in the middle of an investigation and the quality of the
report that you have given us. I have one specific question to begin.

Have you received a letter of reply to your April 20, 1978, letter to
the Administrator of the EPA ¢

Mr. Escnwrce. No; we would get the same reply that the commit-
tee would.

Mr. Corcorax. Second, in the course of your testimony. you point
out that the EPA has as one of its standards for notification the ef-
fective date of a ban on, for instance, a pesticide.

There is a period of time between the notice that there is going to be,
or there is possibly going to be, a ban for the hazardous character-
istics of a particular pesticide and the actual effective date of the ban.

That is a very critical period. A lot of activity can take place dur-
ing that period.

Would you agree with me that perhaps there should be an EPA
notice at that point of the fact that there is a potential hazardous
danger and then the indication to the foreign government that there
will be a confirming communieation of the final results?

Mr. Cuampers. We think that there are two additional types of
information that should be forwarded bv EPA to foreien nations.

These cover EPA’s restricted-use list. In other words, those pesti-
cides which can be applied onlv by certified applicators.

Second. the list of EPA’s rebuttable presumption against registra-
tion list of pesticides.

This is a list of pesticides that are suspected of cansing nnreasonable
adverse human health or environmental problems. A pesticide on this
list will undergo extensive scientific review before EPA decides to
allow the registration to be renewed.
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I think what you are addressing would be covered if these lists were
made available through the notification procedure.

Mr. Corcoran. One other area T want to have you elaborate on a bit
is this.

In the testimony, you talk about the lack of quality and lack of
clarity and the general breakdown in communications to the foreign
governments.

In the course of the coming weeks, during which you will be con-
cluding your investigation, will you be focusing on this communi-
cgtions problem? And will you be making some specific recommenda-
tions to the Congress on that ?

Mr. Escawree. Yes. This will be covered again in our final report.

As we point out, there is a document now that is pretty good. Un-
fortunately, it does not get nupdated enouch to be useful all the time.
That is this booklet on “Suspended and Cancelled Pesticides,” which
has a lot of good information.

What they are getting now is copies of the Federal Register, and
you know how difficult that is to read. And copies get to be pretty
sloppy after awhile.

Mr. Corcoran. Going to the star of the hearings so far—the State
Department—could you tell us whether or not the State Department
maintains any kind of a list of EPA actions in each embassy so that
at each one of those embassies any inquirine foreion official or com-
pany or citizen in a foreiem country could learn from our Embassy
whether or not there has already been a determination by agencies of
this Government about hazardous materials now in that country ?

Mr. Escuwece. The State Department told us that thev don’t have
such a list. Some of the embassies in the foreign countries didn’t even
have the notifications. As far as we know. there is no list. unless some-
body on their own initiative reads through the New York Times and
other papers and finds it.

Mr. Corcoran. At this point T realize you are still in the middle of
your investigation, so T am not asking for a final recommendation.
But is it possible, or perhaps probable, that one of your recommenda-
tions might be that the State Department would maintain such a list
at each embassy?

Mr. Escawege. Tt is very possible. T think you have given us a good
idea there. 5

Mr. Corcoran. Lastly. your concluding recommendation is that:
“EPA provide direct notification to appropriate foreign officials con-
current with notification to the Department of State.”

I have been pretty rough on the Department of State. My colleagues
have been pretty rough on the Department of State. You are pretty
rough on the Department of State in that final comment.

Furthermore, based on the earlier testimony of the representative
of the Carter administration who is chairing this working force, they
are thinking at this point that there is going to be a coordinated and
comprehensive approach to this. Now there is a conflict there. How
do vou think it should be resolved ?

Mr. Escawece. We would like to think that our recommendation is
a good one to consider, because it kind of shorteuts the process.
Whether it is State Department or anyone else, we want to get that in-
formation over there as soon as possible.
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We are not bypassing the State Department entirely. We are saying
that they should be informed too. But this is an additional safety
valve to make sure that this information gets over there.

Mr. Corcorax. Thank you very much.

Mr, RosexTiarn. I think both ideas are very good myself. Mr. Cor-
coran’s proposal seems to me so elementary—that each embassy should
have kept a roster on all the notifications they received and how they
distributed them. It seems so elementary.

Do you have any information at all about what has happened in
countries that have received notifications? What actions they have
taken ? Or have they taken any actions?

Mr. Cxameers. We asked that question in the various countries
that we went to. We did get two positive responses on banning
Leptophos.

When Guatemala and Costa Rica received the notification they did
cancel the use of Leptophos in their countries.

So, in fact, this type of data is used and can be valuable to a
country.

Mr. RosextHAL. Congressman Drinan?

Mr. Drixan. Thank vou, Mr. Chairman.

I wonder if you gentlemen could confirm the estimate that has been
made by the Natural Resources Defense Council—namely, that 15 per-
cent of the 588 million pounds of pesticides exported in 1975 were not
registered for use in the United States?

Mr, Escnwece. May we provide that for the record ¢

Mr. Drivan. Yes.

[ The material referred to follows:]
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The figure provided by the Natural Resources Defense Council for total
1975 pesticide exports is essentially correct. The attached schedule shows
total U,S., exports of approximately 588 million pounds for calendar year
1975.

EPA's records of pesticide exports for calendar year 1975 show the
following categories of pesticides that are not registered or that are not

fully registered:

Gallons Pounds
Unregistered 2,864,991 77,640,278

Undergoing Registration 10,530 5,165,484
Temporary Permit 2,100 2,012,508

2,877,621 84,818,270
We did not convert total gallons of exports to pounds, however, it is
obvious that total pounds and gallons in these categories would exceed 15
percent of the total 588 million pounds exported. We do not know if the
Natural Resources Defense Council included all three categories in their
computations.

It must be cautioned, however, that the active ingredient chemicals in
export products are not necessarily suspended or canceled. Unregistered
means only that the specific product is not registered by EPA; some of these
products contain only active ingredients that are essentially unrestricted
for use within the U.S. We do not have exact data on exports of pesticides

for suspended or canceled uses. This data can only be obtained by obtaining

and comparing labels of each export product to suspended and canceled U.§.

uses,
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U.5. Pesticidel/ Exports by Destination-1975
AREA ' ' QUANTITY (1bs)
Western Hemisphere
Canada 92,662,126
20 Latin American Republics 158,109,833
Other Western Hemisphere ~ 9:137,52]
Sub-total 259,909,480
Western Europe 150,571,034
Communist Areas In Europe 10,369,973
Asia 117,062,052
Australia and Oceania 10,439,775
Africa 39,332,688
Sub-total 327,775,522

TOTAL ‘587,685,002 *

Source; U.S. Exports; Domestic Merchandise SIC-Based Products by World
Areas; FT 610 Annual 1975; Issued January 1977; U.S. Department
of Commerce; Bureau of the Census.
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Mr. Drixan. The cyclamates have not come up today. They were
banned by the FDA some time ago.

It is my understanding that American companies are marketing
them throughout Canada and Europe and elsewhere. Did you come
across any evidence of that ?

Mr. Escawrce. No.

Mr. Drixax. That would not be in EPA.

Mr. Escawege. Since this is not defined under pesticides, we didn’t
do that one: no.

Mr. Drrxax. One last point.

All these unregistered or banned items—do we sell them to Europe
with the same frequency that we sell them to Latin America or to the
developing world ?

I wonder what is your experience with rezard to West Germany?
Do they see a lot of unregistered, or banned, chemicals or pesticides
coming into West Germany ?

Mr. Escawece. We have some statistics on that. T believe.

Mr. Craamsers. I think we should go back. for example, to leptophos.

We don’t have individual statistics on the total amount of each
chemical shipped to each country.

For leptophos, there was a total of 13.950.000 pounds shipped over-
seas in the period from 1971 to 1976.

The bulk of those shipments went to developing countries—coun-
tries like Egypt. the Tvory Coast, Colombia: and Germany imported
almost no leptophos.

The developed countries produce their own pesticides. Tt is much
cheaper. When you add the freight onto the cost of producing these
pesticides, they can do it cheaper in their countries. for the most part.
So they manufacture.

The major industrial countries in Western Europe are heavy ex-
porters—France, Switzerland, the Netherlands, Great Britain, and
Germany.

Mr. Drixax. One last question : When will all the backup material
from the GAO study be available ?

Mr. Escuwece. We hope to have our report to the Congress this
fall. but T think it will be late this fall.

Mr. Drixax. Thank you very much,

Mr. Rosentrar, Thank you both very, very much.

The subcommittee stands adjourned until 10 o'c

¢ lock tomorrow
morning.

[Whereupon, at 11:45 a.m., the subcommitteo adjourned, to recon-
vene at 10 a.m., Wednesday, July 12, 1978.]




U.S. EXPORT OF BANNED PRODUCTS

WEDNESDAY, JULY 12, 1978

House or REPRESENTATIVES,
ComMMmERCE, CONSUMER,
AND MONETARY AFFAIRS SUBCOMMITTEE
oF THE CoMMITTEE 0N GOVERNMENT OPERATIONS,
Washington, D.C.

The subcommittee met, pursuant to recess, at 10:05 a.m., in room
2247, Rayburn House Office Building, Hon. Benjamin S. Rosenthal
(chairman of the subcommittee) presiding.

Present: Representatives Benjamin S. Rosenthal, Robert F. Drinan,
Elliott H. Levitas, and Garry Brown.

Also present: Jean S. Perwin, counsel; Doris Faye Taylor, clerk:
and Henry C. Ruempler, minority professional staff, Committee on
Government Operations.

Mzr. Rosentian, The subcommittee will be in order.

Our first witness this morning is Donald Kennedy, Commissioner
for the Food and Drug Administration.

We are very pleased to have you with us.

We know that you have a prepared statement, and we would be
pleased to hear it.

STATEMENT OF DR. DONALD KENNEDY, COMMISSIONER, FOOD AND
DRUG ADMINISTRATION, PUBLIC HEALTH SERVICE, DEPART-
MENT OF HEALTH, EDUCATION, AND WELFARE; ACCOMPANIED
BY JOHN JENNINGS, M.D., OFFICE OF THE COMMISSIONER; AND
RICHARD M. COOPER, CHIEF COUNSEL

Dr. Kex~epy. Thank you, Mr. Chairman.

The main question being examined at these hearings is whether the
U1.S. Government should allow the export of useful but potentially
hazardous substances not approved for marketing in this country. It
is one that evokes strong views on both sides,

On the one hand, there is concern that current export policy for
some products results in the “dumping” of inferior or even dangerous
substances in countries poorly equipped to evaluate the potential risks
involved. vy ) o
[ On the other hand, it is claimed that export restrictions deprive
\citizens of foreign countries the benefits of important products that,
ffor often rather special reasons, have been deemed unsuitable for use)
by U.S. citizens. —

(91)
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Like other Federal agencies that regulate chemicals, the Food and
Drug Administration sometimes finds itself at the center of contro-
versy between representatives of these divergent, but equally legiti-
mate, positions.

Over the years, through participation in a number of debates on
this issue, we have reexamined the export provisions of our laws to
determine if changes were in order.

For example, recently as part of an overall revision of our drug
laws, we submitted to Congress significant amendments to the current
export provisions regarding drugs.

Because of the importance of this change, T would like to discuss
it here in some detail, with your permission, including the ways in
which it would modify eurrent law and why we believe it is necessary.

Then T will turn briefly to export rules for other FDA regulated
products.

Under current law, a new drug may not be exported for commer-
cial use unless it is approved for marketing domestically and complies
with all the requirements of title V of the Federal Food, Drug and
Cosmetic Act and the drug’s new drug application.

An unapproved new drug may be exported only under an investi-
gational new drug protocol approved by the Food and Drug Adminis-
tration. That investigational study must comply with all the condi-
tions and requirements that attend a clinical study conducted in this
country.

ut certain categories of drugs that are not classified as new
Irugs—like antibiotics, insulin, and pre-1938, or grandfather, drugs—
may be exported without anv prior notice to the Food and Drug
[Administration, even when these products may be adulterated or
‘misbranded under domestic standards. These drugs must simply com-
(ply with the specifications of the foreign purchaser and the laws of
the importing countries and be labeled for export only.

Our proposed new law—the Drug Regulation Reform Aect of 1978—
would revise the current export rules applicable to drugs. Under the
act, two standards for export would apply to all drugs.

Approved drugs in compliance with domestic requirements could
be freely exported. Unapproved drugs or approved drugs not in com-
pliance with domestic requirements could be exported only after an
export permit had been approved by the Secretary.

An export permit would be granted only when the exporter of an
unapproved or noncomplying drug demonstrates that the importing
government has assented to its importation after being informed of
its legal status here and the basis for it. .

The scientific and medical data concerning the drug’s unapproved
status would be made available to the importing government to assure
an informed decision. The Secretary would have authority to deny
]an leirport permit where such export would be contrary to public
1ealth.

Currently, we provide information on the safety and efficacy of
many drugs to the World Health Organization and to individual
foreign countries.

For example, when a drug is withdrawn from the market for rea-
sons of safety, we notify the World Health Organization and all those
countries which have requested to receive information of this kind.
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The World Health Organization, in turn, issues special bulletins to
all its member governments.

Because we have limited authority and resources to provide tech-
nical assistance of this kind to foreign countries, we have included
a provision in the Reform Act authorizing the Secretary to provide
assistance to foreign governments that lack the resources to evaluate
the medical and scientific information about a drug.

The Food and Drug Administration would expand its exchange
of drug information with foreign health officials and international
organizations, such as the World Health Organization, and would
provide training for representatives of foreign government where
it is needed.

We envision that training sessions would be held either in the for-
eign country or in the United States, as necessary.

This technical assistance would not only provide the foreign gov-
ernment with an informed decision as to the importation of a given
noncomplying or unapproved drug but would also enhance the overall
scientific and technical capabilities of those foreign governments
which need such assistance.

In sum, our proposed change in the law would provide greater
protection against the export of some drug produets, such as adulter-
ated and misbranded antibioties, insulin, and pre-1938 drugs.

At the same time, it would make more drug products available to
foreign countries that are needed in those countries.

This is essentially the same policy that Congress adopted in 1976
when it considered the export policy for medical devices in the medi-
cal device amendments.

A drug or device deemed unsuitable for distribution and use in the

Inited States may nevertheless make substantial contributions to
the health needs of another country.

In our view, the relative safety and efficacy of a drug or medical
device is a composite judgment which must be made by each country
based upon many factors, such as the status of the health care system
in that country, patient compliance with dosage regimens, alternative
therapies that may be available, and other health-related and social
characteristics of that nation's population.

A number of diseases prevalent through the world—especially in
the tropics where most of the developing nations are found—are rare
or nonexistent in this country. A drug that is useful against such a
disease may never receive adequate testing in this country to warrant
its approval here.

Again, under the existing law, such a drug could not be exported
from the United States for general use in other countries of the
world—even if it had received approval in these other nations.
Neither could a qualified drug company in this country contract to
produce a drug for a foreign country.

Our recent decision not to approve the drug Depo Provera for use
as an injectable contraceptive was a benefit/risk determination made
in terms of the U.S. population for whom the drug was intended.

In announcing our decision, T made it clear that the drug, which
is approved for use as a contraceptive in nearly 70 nations, may well
have favorable benefit/risk ratios in those other countries.

32-427T 0O =78 =7
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Animal studies have demonstrated that the drug may pose serious
potential risks in long-term usage.

The availability in this country of many safe and effective alter-
native methods of contraception and sterilization precludes the need
in the United States for a long-term, potentially high-risk injectable
contraceptive.

However, in nations with serious overpopulation and related health
problems, these potential risks could very well be acceptable when
weighed against the potential benefits of the use of Depo Provera as
one element in a comprehensive family planning program.

We are writing a letter to the foreign governments involved and
the mternational health organizations to explain that our decision
was made solely in terms of the U.S. population.

I would like to provide a copy of this letter for the record.

[The letter referred to follows:]




DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
ROCKVILLE, MARYLAND 20852

Monsieur le Ministre de la Sante

de la Republique populaire d'Angola
Luanda,

ANGOLA

Gentlemen:

On March 7, 1978 the United States Food and Drug Administration
(FDA) notified the Upjohn Company that approval had been denied

to market Depo-Provera (medroxyprogesterone acetate) Sterile
Aqueous Suspension, 150 milligrams, for use as an intramuscular
contraceptive for women in the United States. The decision was
based on the grounds that the benefits of Depo-Provera for con-
traception in the United States do not Jjustify the potential risks
to the user.

For the information of World Health Organization members, and all
other interested parties, the considerations on which FDA made this
decision are as follows:

1. Safety questions raised by studies in beagle dogs showing
an inereased incidence of mammary tumors associated with
the drug have not been resolved. Benign tumors in the
dogs occurred at the human dose (om a mg/kg basis), and
benign and malignant tumors occurred at 25 times the human
dose over a period of three years. No intermediate doses
were studied. Although the tumors at the human dose level
were benign there were too few animals to ascertain the
propensity for malignancy at doses lower than 25 times the
human dose. Of the 4 dogs studied at this dose level only
2 survived for as long as 5 years.

The U. S. manufacturer of Depo-Provera claims that there

does not appear to be an increased incidence of mammary tumors
in women exposed to Depo-Provera, but studies have been in-
adequate to make such a claim with any degree of confidence.




2. The availability in this country of many safe and effective
alternative methods of contraception and sterilization lessens
the need for a long-temm, potential high-risk injectable
contraceptive. No clear evidence has been submitted to show
that a significant patient population in need of the drug
exists in the United States. Since October 1974, when FDA
stayed the order providing for patient labeling for Depo—
Provera for contraception, to the present time, there has
been no clear demand from the medical community for Depo—
Provera for contraceptive use.

Irregular bleeding disturbances caused by the drug

often result in the administration of estrogen,

imposing an added risk factor and decreasing the

benefits of a progestogemonly contraceptive. Although

the usefulness of this approach has been debated, estrogen
supplement for the control of bleeding has been reported

in numerous studies, i.e., Powell, L.C., and Seymour, R.J.,
Am. J. Obstet. Gynecol. 110:36, 1971 Harnecker, J. et al.,
Proceedings of the Sixth World Congress on Fertility and
Sterility, Tel Aviv, 1968, p. 27; and El-Habashy, M.A.,
Mishell, D.R. and Moyer, D.L., Obstet. Gynecol. 35:51,
1970. The use of estrogens in cases where there are severe
bleeding disorders also has been reported by Dr. Edwin B.
McDaniel in the McCormick Hospital program at Chiang Mai,
Thailand.

Exposure of the fetus to medroxyprogesterone, if the drug
fails and pregnancy occurs, poses a risk of congenital mal-
formations. This risk is enhanced by the prolonged action
of the drug.

We wish to emphasize that the benefit-risk judgment made for the United
States is not necessarily appropriate for other countries, and the
FDA's failure to approve a drug does not necessarily signify that it

is unsafe for contraceptive use in other countries. The balancing of
risks and benefits in deciding on a product's appropriateness should
be undertaken by each nation in light of its own circumstances and
needs. We recognize that the benefit-risk considerations may not be
the same in other countries of the world as they are in the United States.
Nations with a higher birth rate, lower physiciamto—patient ratio,

and less readily available or acceptable alternative contraceptive
methods, would of course have different benefit~risk considerations.




The Administration recently submitted to Congress major new drug
legislation that would, among other things, change the current law
governing the export of drugs from the U.S. Under the proposed
Act, a drug unapproved for use in this country could be exported pro—
vided that the drug meets the specification of the foreign purchaser,
and that the Govermment of the country of destination has approved
the importation and distribution of the drug. This is essentially
the policy the Congress adopted in 1976 when it considered the export
policy for medical devices in the Medical Device Amendments.

The proposed drug legislation also provides for assistance to

foreign govermments lacking the technical resources to evaluate

the safety and efficacy of a drug offered to it. The bill authorizes
the exchange of drug information in our possession with foreign health
officials and international organizations such as the World Health
Organization. The current law's export prohibitions deny potential
benefits to both the health and scientific capabilities of foreign
nations.

Even without the proposed new authorities, we are in a position to
provide assistance to foreign govermments in helping them to make
decisions about drugs. In the case of Depo-Provera, for example, we
recently met with a representative of the World Health Organization
and offered to provide summaries of our evaluations of the safety and
efficacy data of this drug, tramscripts of advisory committee meetings
during which benefit/risk considerations were weighed, and other data
that might assist foreign countries in deciding whether to import it.
To the extent we are able, we will continue to cooperate with the
World Health Organization and other appropriate organizations by
providing data on this or any other drug or device being considered
for use in other nations.

Sincerely yours,

Donald Kennedy
Commissioner of Food and Drugs




Mail List for Depo-Provera

Monsieur le Ministre de la Sante
de la Republique populaire d'Angola
Luanda, ANGOLA

Jefe, Relaciones Sanitaria Inter—
nacionales

Relaciones Sanitarias Internacionales
Defensa 120 - 4 Piso

Buenos Aires, ARGENTINA

The Minister of Health
Ministry of Health

P. 0. Box 42 or 12
Manama, BAHRAIN

The Permanent Secretary
Ministry of Health and
Social Welfare
Bridgetown, BARBADOS

Mr. Benjamin J. Z. Huyghe
Inspecteur General de la Pharmacie
au Ministere de la Sante Publique

Quartier Vesale

20, rue Montagen de 1l'Oratoire
BELGIUM

Camara Nacional de Comercia
Ave. Camacho #1485

Edif. La Urbana, ler Piso
La, Paz, BOLIVA

The Minister of Health of the
Socialist Republic of the Union of
Burma

Rangoon, BURMA

Direccion General del Servicio
National de Salud,

Seccion Farmacia

Santiago CHILE

Division de Registro y
Control de Medicamentos
Ministerio de Salud Publica
Calle 16 no. 7-39 - 3er piso
Bogota, COLOMBIA
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Senor Director General de Salud
Direccion Gneral de Salud

San Jose,

COSTA RICA

The Minister of Health
Government of Cyprus
Nicosia

CYPRUS

Sundhedsstyrelsens farmaceutiske
Laboratorium

Frederikssundsvej 378

2700 Bronshoj

DENMARK

Direccion de Drogas y Farmacias
Secretaria de Estado de Salud y
Asistencia Social

Santo Domingo

DOMINICAN REPUBLIC

Presidente

Consejo Superior de Salud Publica
San Salvador

EL SALVADOR

The Minister of Public Health
Ministry of Public Health
Addis Ababa

ETHIOPIA

The Director of Medical Services
Ministry of Health

P. 0. Box M. 44

Accra,

GHANA

Direccion Gneral de Servicio de
Salud

9a. Avenida 14-65, Zona 1,

Guatemala GUATEMALA C.A.

The Chief Medical Officer
Through the Permanent Secretary
Ministry of Health

P. 0. Box 157

Georgetown, GUYANA
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Monsieur le Directeur general du
Departement de la Sante publique
Port-au-Prince

HAITI

Director in Chief of Public Health
(Drugs)

Staatstoezicht op de Volksgezondheid
Dokter Reijersstraat 10
Leidschendam 2131

NETHERLANDS

Peter Lam

Chief Pharmacist's Office
Govermment Supplies Compound
0il Street, North Point

HONG KONG

Ministry of Health
Baghdad
IRAQ

The Permanent Secretary

Ministry of Health and Environo—
mental Control

P. 0. Box 478

Kingston, JAMAICA

The Minister of Health
Ministry of Health

P. 0. Box 86

Amman

JORDAN

The Permanent Secretary
Ministry of Health

P. 0. Box 30016

Nairobi

KENYA

Director i

Bureau of Pharmaceutical Affairs
Ministry of Health and Social Affairs
Seoul

REPUBLIC OF KOREA
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The Minister of Public Health
Ministry of Public Health

P. 0. Box 5

KUWAIT

Monsieur le Ministre de la Sante
publique

Ministere de la Sante publique

Beirut, LEBANON

The Director General

National Public Health Services
P. 0. Box 130

Monrovia, LIBERIA

The Secretary of Health
Secretariat for Health

Tripoli,

LIBYAN ARAB JAMAHIRIYA

Service commun Benelux d'Enregistre—
ment des Medicaments

39 rue de la Regence

1000 Brussels

BELGIUM

The Principal Secretary
Ministry -of Health
Capital City

P. 0. Box 30377
Lilongwe, MALAWI

The Secretary General
Ministry of Health
Kuala Lumpur
MALAYSIA

The Minister of Health
Ministry of Health
Port Louis

.MAURITIUS

Direccion General de Control
de Alimentos

Bebidas y Medicamentos

Ave. Chapultepec 284

MEXICO, D.F.
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Dr. Rahhal Rahhali
Ministere de la Sante
Rabat, MOROCCO

The Director-General of Health
Division of Health

Macarthy Trust Building
Lambton Quay

Wellington, NEW ZEALAND

Senor Misistro de Salud Publica
Ministerio de Salud Publica
Managua, D.N., NICARAGUA

The Federal Ministry of Health
Broad Street

Lagos,

NIGERIA

Mr. Odd Hobjdahl

The Health Sérvices of Norway

Royal Norwegian Ministry of Social Affairs
Drammensv 60

Oslo, Dep., NORWAY

Drugs Controller

Ministry of Health & Social Welfare
Pakistan Secretariat Block "C"
Islamabad

PAKISTAN

Departamento de Farmacia
Drogas y Alimentos
Ministerio de Salud
Apartado 2048

Panama,5, PANAMA

Mrs. L. M. Pesigan,
Administrator

Department of Health

Food and Drug Administration
Manila, THE PHILIPPINES
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Direction generale de la Sante
Alameda D. Afonso Henriques No. 34-1
Lisboa 2

PORTUGAL

Medial Officer of Health
Public Health Department
P. 0. Box No. 163

Doha

QATAR

Mr. C. M. Wang, Director General
National Health Administration
Executive Yuan

39 Chung Hsiao West Road

Section 1, Taipei

TAIWAN

The Deputy Minister
Mi try of Health
Riyadh, SAUDI ARABIA

Permanent Secretary (Health)
Director of Medical Services
Ministry of Health

Palmer Road

Singapore 2, SINGAPORE

The Minister of Health
Ministry of Health
Mogadiscio

SOMALIA

The Secretary for Health
Department of Health
Private Bag X838

Pretoria 0001, SOUTH AFRICA

Direccion General de Sanidad
Centro Nacional de Farmacobiologia
Majadahonda

Madrid, SPAIN

Chairman

State Pharm uticals Corp.
B. 0. Box 1757 P
Colombo, 1
SRI LANKA
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Abdel Hamid Ibrahim
Government Analyst of the
Central Laboratories
Ministry of Health
Khartoum, SUDAN

The Minister of Public Health
Gravenstraat 64

Paramaribo

SURINAM

The Director

Office Intercantonal de Controle des
Medicaments

8 Erlachstrasse

3000 Bern, SWITZERLAND

The Minister of Health
Ministry of Health
Damascus

SYRIAN ARAB REPUBLIC

The Minister of Public Health
Ministry of Public Health
Devavesm Palace

Bangkok, THAILAND

Ministry of Health
(Drugs)

P. 0. Box 9383

Dar es Salaam
TANZANTA

The Minister of Health and Local Govermment
Ministry of Health and Local Govermment
Port of Spain

TRINIDAD AND TOBAGO

Ministry of Health

Direction de la Cooperation
Internationale

Tunis, TUNISIA

The Permanent Secretary
Ministry of Health

P. 0. Box 8

Entebbe, UGANDA
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The Minister of Health
P. 0. Box 848

Abu Dhabi

UNITED ARAB EMIRATES

Senior Principal Medical Officer

Department of Health and Social
Security

Finsbury Square House

33/37A Finsbury Square

London EC2A 1PP, ENGLAND

Chief, Section Drug Laws
Bundesministerium fur Jugend,
Familie and Gesundheit

53 Bonn-Bad Godesberg, den
Postfach 490

FEDERAL REPUBLIC OF GERMANY

Monsieur le Commissaire d'Etat a
la Sante publique de la Republique
du Zaire

Kinshasa

ZAIRE

The Permanent Secretary
Ministry of Health

P. 0. Box 205

Lusaka

ZAMBIA

Ministry of Health
(Drugs)

P. 0. Box B204
Causeway, Sallsbury
RHODESIA

Ministry of Health
Bathurst

GAMBIA

AFRICA
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Dr. Kexxepy. The subcommittee may be aware of a recent Wash-
ington Post editorial on Depo Provera.
The editorial states, in part, that :

We do not believe on principle that drugs barred from certain uses in this
country should necessarily be barred from export for foreign countries if the
transactions follow guidelines proposed in the Carter administration’s drug
regulation bill now before Congress,

This editorial manages to express, for a change, almost exactly our
views on this particular subject.

[ The editorial referred to follows: |
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Food And Drug Administration Press Office
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Dr. KeNnepy. A clear parallel is to be found in another area of
FDA’s jurisdiction.

In South America, there is a need for earlier generation, manually
collumated X-ray machines no longer approved for use in the United
States.

In this country, X-ray devices that automatically collumate or
shrink the size of an X-ray field are preferred to devices that can only
do that same thing manually. We have found that poor operation of
the manual machines by U.S. technicians has frequently resulted in
unnecessary overexposures.

The manually collumated machines are still used successfully in
some European and Asian countries without causing unnecessary
exposure to patients. The manual machines are needed in most South
American countries, because these countries do not have the equipment
or the skilled engineering technicians to maintain the automated col-
lumated equipment.

The Pan American Health Organization recognizes this problem
and fully supports the use of the manual equipment in South American
countries.

Obviously, for these countries, the benefits of having X-ray equip-
ment available for use outweigh the potential risks of unnecessary
exposure from manual operation.,

Incidentally, such nations may be able to minimize those risks better
by having radiologists or other better trained people doing a larger
proportion of the exposures.

You also asked, Mr. Chairman, that T discuss FDA’s policy regard-
ing the export of foods, food and color additives, cosmetics, and
medical devices that have been banned or that do not meet health or
safety standards.

In general, the law states that products within these categories
intended for export are not considered adulterated or misbranc ed if
they are: (1) In accord with the specifications of the foreign pur-
chasers; (2) if they are not in conflict with the laws of the country
to which they are intended to be exported; (3) if they are labeled
on the outside of the shipping package that they are intended for
export; and (4) if they are not sold or offered for sale in the United
States.

“or medical devices, additional criteria have to be met.

Devices that require performance standards or premarket approval
must meet all the same requirements specified in the law for ('lonws-
tically marketed products before they can be exported.

The law provides that devices banned in the United States may be
exported, but only if the Secretary has determined that the exporta-
tion of the device is not contrary to public health and safety and meets
the approval of the country to which it is being shipped.

It 1s the responsibility of the exporting firm to inform the FDA of
export shipments and to obtain a determination from the agency that a
banned device, or one that does not comply with either standard or pre-
market. approval requirements, is nevertheless suitable for export.

Foods, food and color additives, and cosmeties may be exported if
they meet the four eriteria that T listed a moment ago.

Although we don’t have authority to prevent the exportation of
articles that meet these requirements, we do attempt to inform the
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appropriate authorities in the destination country if we have any
reason to believe that the article may be harmful. y
Exporters of these articles are not required by law to obtain our
prior permission before making an export shipment, any more than
domestic shippers of these articles are required to do so before making
./%h_l@vnts in interestate commerce.
[ Consequently, the export shipment may be outside our jurisdiction
[ before we learn of it.
~ Other problems may arise from difficulties in obtaining an official
ruling from the appropriate officials of the destination country about
whether the shipment complies with their laws or of ascertaining
whether the shipment accords with the specifications of the foreign
purchaser.
Some foreign countries have minimized these difficulties by means
of :11 requirement similar to that of section 801(a) (2) of our act, which
reads:

If such article is forbidden or restricted for sale in the country in which it was
produced or from which it was exported, then such article shall be refused ad-

misgion.
# As in the case of drugs and devices, current export policy for foods
|and food and color additives can be beneficial to foreign countries.

There are obvious advantages, for example, for countries with an
insufficient supply of certain foods to import products that despite
a failure to meet stringent U.S. standards may nevertheless be safe for
consumption and much desired in those countries,

On the other hand, the export provisions covering these product
categories provide for fewer safeguards than those for drugs and
devices to prevent the export of potentially hazardous substances.

As Esther Peterson reported to you yesterday, Mr. Chairman, the
aflministration is currently conducting a review of the export policies
that govern all potentially hazardous products, including those regu-
lated by the FDA.

We are actively participating in this review and are carefully re-
examining our policies to determine whether any additional changes
should be recommended to Congress at this time.

As you may know, last year the FDA joined with the three other
Federal regulatory agencies that regulate hazardous substances—the
Environmental Protection Agency, the Occupational Safety and
Health Administration, and the Consumer Product Safety Commis-
sion—to form the Interagency Regulatory Liaison Group—IRLG.

One of the main purposes of the IRLG is to bring about greater co-
ordination and ccoperation on policy matters.

Within the framework of the administration study, we will work
closely with the other TRLG agencies to assure that any changes
recommended will result in maximum possible uniformity in the ex-
port policies of our laws and regulations.

I might just add that my own general view of the matter, for what
it is worth, is that we ought to be aiming at a general principle here
that recognizes the differences, and the location specificity, of risk/
benefit determinations about drugs and other kinds of risky, but
useful, technologies. The principle recognizes that those are decisions
for particular nations to make and allows that kind of flexibility in
export policy. But it also should build in very careful safeguards, so

32-427 0=-78 =8
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that the person responsible, whether it is the Secretary of the depart-
ment or the head of an agency, has an override available to him to use in
the event of a negative judgment about the impact of that technology
on the public health—either on the nation which is importing it or the
citizens of the United States.

Thank you, Mr. Chairman. I will be happy to answer any questions
you may have.

Mr. RosexrtHaL. The problem, Commissioner, up to now in many re-
spects has been notice—the ability to adequately notify foreign gov-
ernments.

Yesterday testimony indicated, and the records that the subcom-
mittee has in its presence indicate, that many notifications never get
past the embassy. They never reach foreign governments.

There is obviously an extraordinarily sloppy and inefficient and in-
adequate notification procedure.

Dr. Kex~epy. T think that is an important point, Mr. Chairman.

We are certainly prepared to concede that present notification
mechanisms are totally lacking in the case of foods and probably are
inadequate in the case of drugs and perhaps other product categories
which T know less about.

I would not want to leave you with the impression, however. that
we, in particular, rely entirely or even primarily on State Department
notification channels.

Mr. RosextaAL. Tell us what you did.

Dr. Kexneoy. We notify the World Health Organization which
notifies member governments. We also have a list of foreign govern-
ments with whom we communicate directly. They have indicated a
desire to know about the nature of negative drug approval decisions
in the United States.

Mr. RoseNTHAL. On the negative decision, do you have a firm, pre-
cise procedure where notification is made to foreign governments
that have been purchasing or have been interested in purchasing the
negatively approved or the negative decision drug?

Dr. Kexyeoy. It might not be as firm as you might wish, Mr.
Chairman. We do notify the World Health Organization, and we do
notify a list of nations which I think we supplied you for the record
earlier—or we will if we did not—of that decision.

We think that that net catches essentially the majority of poten-
tially importing nations, although we cannot guarantee that in any
particular instance it catches everyone.

Mr. RosenTrAL. Tt says on some of the material that we have put
together that the Bureau of Drugs communicates to several foreign
countries concerning new drug approval actions.

Then the list of the drugs that we have and the countries that we
have are Germany, France, Switzerland, Japan, Canada, Sweden,
Australia, the Philippines, Israel, and Egypt. What about the rest
of the world ?

Dr. Kenxepy. I am not sure whether the list you have been given
is an inclusive list of the nations that we would inform in the event
of a withdrawal. That is the first response T would make.

We can find that ont and supply it for the record.

[ The information referred to follows:]
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The list of nations that Chairman Rosenthal referred to at page 16, line 2,
represents those nations that have expressed a desire to be directly informed
of signifiecant drug regulatory actions by FDA. This list does not represent the
total number of nations that are notified at any given time concerning any given
drug regulatory action. Where a drug that is in wide use internationally is the
subject of a significant regulatory action, the FDA also notifies the World Health
Organization (WHO). WHO then transmits this information to its member
nations. WHO currently comprises 151 member nations. The FDA also routinely
notifies the State Department to notify United States embassies around the
world concerning significant regulatory actions.

Dr. Kex~epy. Second, we would also inform the World Health Or-
ganization, which does have a mechanism for informing other
countries.

Mr. RosextHAL. How do you know that?

Dr. Ken~epy. They tell us.

Mr. RosentuAL. Here is the point I am trying to get at. Let me
see if I can develop a hypothetical situation.

Suppose there was an adverse decision made about a drug. Let’s as-
sume for the sake of discussion that consumption of this drug was
potentially dangerous, unhealthy, and hazardous.

Do you feel you have met your responsibility to society by notifying
the World Health Organization? Do you have any additional
responsibilities?

Dr. Kex~epy. I think we have a responsibility to make as sure as
we can that the information gets to every government that is a sig-
nificant importer of that drug.

Mr. RoseNTHAL. Let’s stop there, How do you do that ?

Dr. Kexxepy. I think we would want to do it by inquiring more
fully about the distribution that the World Health Organization makes
of that.

Mr. RoseNTHAL. Have you ever done that ?

Dr. Kex~epy. I have not personally done it in preparation for this
hearing, Mr. Chairman, but I will be delighted to do so and supply
it for the record.

Dr. John Jennings who is with me is Director of our Office of Inter-
national Affairs. If you would permit, he might be able to expand.

Mr. Rosentaar. What we would like for the record is an example
of a decision that was adverse. What happened and what was the
scenario, what the chronology was and how far you followed the giv-
ing of that information to foreign governments.

[See p.113.]

Mr. RosextAL. Can anybody do that in any particular case?

Do you have any “Return Receipt Requested” or anything like that ?

Dr. JenNiNgs. Mr. Chairman, I might just expand a little on what
the World Health Organization does.

There are currently 151 member nations in the World Health
Organization.

For about 15 years, to my knowledge, we have been providing them
with specific information regarding adverse actions on drugs.

Mr. RosExTHAL. In every single case,

Dr. Jexn~ines. Just about.

Mr. RosextAL What do vou mean ?

Dr. Jex~ines. Because it is run by human beings, and T am sure
that once in awhile something doesn’t get reported.

Mr. RosexThar. How is that possible ?
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How many adverse decisions do you make a year?

Dr. JenNINGs. Not many.

Mr. RosenTHAL, Ten, twenty, thirty ?

Dr. JENNINGs. Probably fewer than that of the kind T think you are
interested in.

Mr. RosexNTHAL. And you are not sure that of the 20—you can’t send
out communications on 20 decisions?

Dr. Ken~epy. Mr. Chairman, I think that all Dr. Jennings is trying
to do is to indicate to you that we are not prepared to certify that in
all of recorded history no human error has been made in this system.

The system is one that is a routine procedure in the agency, and we
are prepared to say that it works. i

Mr. RosextraL. Dr. Kennedy, honestly T don’t need an interpreter.
I understand what he was saying.

Very l'esimectfull ¥, what you have just told me is rhetoric.

I know that human beings run agencies, and I know there is human
error. I also know that for about 50 cents you buy a book and you
keep track of the decisions and you keep track of the notifications,

Does anybody in the FDA have a book in which there is a compila-
tion of the decisions and the notifications?

Dr. Jexnines. I don’t know the exact statistics, but T would esti-
mate that there were probably about 100 notifications over the past
12 years or so by the World Health Organization.

I would estimate that probably two-thirds of those originated with
the U.S. Food and Drug Administration.

Mr. RoseNtuAL. I appreciate that. I merely want to know

Dr. Jex~ines. We can get that information for you, specifically, as
to particular actions that were taken.

I can also tell you that in certain instances—and T can cite an ex-
ample which is several years old—we felt there was a particular need
to go beyond this. We went, say, to the State Department and used
the embassies to make sure

Mr. Rosextrar. What happened ? Did you follow it up? Did you

get any return receipt or any confirmation that the message had been
delivered ?

Dr. Jex~inGs. Yes. We didn’t get a return receipt, for each capsule
that had been distributed, but we had evidence that the {)rzu'tme to

which we had taken objection ceased. And that happenec
exportation of a drug that we felt was hazardous.

Mr. RosenTHAL. Can you tell us the name of that drug?

Dr. Jen~1~Gs. Yes. It was chloramphenicol.

Mr. RosentHAL. Can you submit for the record copies of memoran-
dums where you notified the State Department and where they sent
you back a notification saying that they had notified these other
countries?

I would like to make sure that the process is working.

Dr. Jex~ines. T think that we can provide documentation that the
State Department was notified and took action ; that is, they sent out
telegrams to the appropriate embassies.

I will undertake to do that.

[ The material referred to follows:]

to be the
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Pursuant to resolution WHA16.36 of the Sixteenth World Health
Assembly on Clinfcal and Pharmaceutical Evaluation of Drugs,
FOA comsunicated to WHO Tabeling requirements for chlormmphenicol.

On several occasions we discussed the importance of FDA clearly
outlining 1ts pesition to the world through the World Health
Organization. This was prepared, cleared, and has now been
transmitted to member countries. See Orug Information Sheet
No. 95, attached.

K. E. Taylor, D.V.M.
Director
0ffice of International Affairs
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WCFLD HEALTH ORCANISATICON MCONDIALE
CRGANZZATTON DE LA SANTE

EVAZUATION OF DRUGS 25 June 1971

CLINICAL AND PEARMACCLOGICAL DRUG INFCRMATTCN No. 95
Resolution WHA16.36 ORIGINAL : INOLI:

The Food and Drug Adiinistration of the United States of Azerica has

oF

communicated %o the World Health Organization that labeling for oral ané
parantieral fomms of ch".qm.,.l':a.'.'.:oll should contain - inter alia - the
following:

TNDICATIONS

Chloramphenicol must be used only in thcse serisus infecticns Tor
less potentially dangercus drugs are ineffective or consraindicated.
Chlorempnenicol, however, may e chosen to £ £ 1 & L a t e antibiotic therasy .
on the clinical impression that cre of the conditions below is believed ts he
Fresent; In vitro sensitiviiy tesis should be performed cor ntly so that
*he drug may be discoritinued as scon as pessible 17 less potentially dangercus
agents are indicated by such tests. The deciaion to con n U oe tse of
chloracphanicol rather than another antibiotie when both are suggested by =
vitro studles to be effective against a specific pathogen should be based
severity of the infection, susceptibility of the patiogen to the varicus
antimierobial drugs, efficacy of the variocus drugs i: ection and the

important additional concepts summarised under "warni

1. Acute infections caused by Salmorella Typhi: Chloracpheniccl
drug of cholce. It is zot recommended for the rout
"carrier state”,
2. Serious infentions caused by susceptible strains in ace
repts expressed above:
a. Salmonella spacies

#. influenzae, specifical

Various gram-nagatlive lacteria causiag baciere

gther serious gram-regative ir lons

chloramphenicol is the “ntermational Nonproprietary Name (IXX) prozosad by

for D-threc-2,2-dlokloro-ti-/B-hydroxy—L=(tydroxymethyL] ] -p-r

prhanethylacetamide
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f£. Other susceptible organiscs which have been demonsirated o be

Tesistant to all other eppropriate antimicrobial agents

3. Cystic Fibrosis Regimens.

CONTRAINDICATIONS

Chloramphenicol is contraindicated in irdividuals with a history of
previous hypersensitivity and/or toxic resction to it., T¢ must not be used
in the treatment of trivial infections or where it is not indicated, asz in
colds, influenza,. and infections of the throat, or as z prophylactic agent
prevent bacterial infecticns.

WARNING

Serious and fatal lcod dyscrasias (aplastic anemia, hypoplastic anemia,
torombocytopenia, ard granulocytopenia) ame iciown to ceoour after th
administration of chloramphenicol. In additior, there have been reporis of
aplastic anemia attributed to chlorampnenicol whish later tarminated in
leukexzia, Elood dyscrasias have occured after both short term and prolarged
therapy with this drug.

Precautions: 1. It L3 essential that adequate blood studies te made c:

eatoent with the drug. The drug should be discontirued upon appearance of

reticulocytopenia, lsukopenia, thrombocys penia, anemia, or any other blood

stady findings attributable to ckloramphenicol; however, it should be moted

that such studies do not exclude the possible later appearance of the irreversible

of tone marrow depression.
2. Sepeated courses of the drug stould Se avoided 17 at all possible.
Treatzent should not be contimied longer than required to produce & ¢
little or no risk of relapse of the disease.
5 5%
should be avoided.

“onecurrent therapy with other drugs that may cause bone zar—ow depreagsicr

Txcessive blood levels mey result from administration of the recomsendad
o patlents with impaired liver or kidney functien, fnecluding thas due o

izrature metabolic processes in the infart. Trhe dosage should be ad'usted

accordingly or, preferably, the blood corncentra“ion should be determized at

AZDICpTIATe Intervals.

> There are ro studies to establish the safety of this drig in pregrancy.

&, Since chloramphenicol readily crosses the placestal barrier, cauti

use of the drug is particularly importan: during preguancy, at term or during

leboT Secauze of potential toxic effects on the fetus (gray syndroce).




Precaution should be us in therapy of premature and full term

nts to avoid "gray syndrome” taxicity (See "Adverse Reacticns"). Senmm
drug levels should be carefully followed during therapy of the new=-born
iznfant.
8. Precaution should be used in therapy during lactation because of the
possibility of toxie effects on the nursing infant.
9. The use of this antibiotic, as with cther antibiotics, may result in an
overgrowth of nonsusceptible organisms including fungi. If infections caused
by nonsusceptible organisms appear during therapy, appropriate measures should
e taken.

ADVERSE REACTICNS
G = Blood dyscrasias: The most serious adverse effect of chloramphenicol
is bone marrow depression. Serious and fatal blood dyscrasias (aplastic
acemia, hypoplastic anemia, thrombocytopenia, ard granulocytopenia) are :mown
o occur aftar the administratior of chloramphenicol.

An firreversible itype of marvow depression leading %o :.;1.5.1 tic azemia with
a kigh rate of mortality is charscterized by the appearance weeks or montis
after therapy of tecné marrow aplasia or hypoplasia. Peripherslly, pancytopens
is most oftan observed, mut in a small rumber of cases only cne or two of the
three zajor cell types (erythrocytes, leukocytes, platelets) may be depressed,
A reversible type of bone =marrow depression, which is dose related, may ccaur.
This type of marrvow depression Za characterized by vasuclizaticn of the @
cells, reduction of reticulocytes, and leukopenia and responds premptly ¢ the
withdrawal of chlorampienicol.

Ar. exaot determination of the risk of serfous and fazal 3lood dyscrasias

is not possihle because of lack of accurate informatior regardirg {a) i size

anse -nE
¢? tha population at risk, (b) al mumber of drug-sssociated dysarasia
fe) the total number of nondrug aszociated dyscrasias.
In & Teport to the California State Assembly by the Callifornia. Msdical
on and the State Departzent of Public Health in Jamuary 1967, the ris!
of fatal aplastic anemia was estizated a%t 1:24,200 to 1:80,500 based on twe-
dosage levels.
Tiere are reports of aplastic anemia at oramphenicol whieh
terminated in leukemia,
Paroxysral _.".actu.-.".n.:. hemoglobinusia has also been reported.
Gastrointestinal reactions: Nausea, vomiting, glossitis and stoma

2 embenn amd ansamanslitia maw Aarcue in law Lnsidence.
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5 Neurctoxic reactions: adache, mild depression, merntal ceonfusicn, asd

delirium have been descriled in patients recelving chleramphenicol. Catic

and peripheral neuritis have Seer reported; usually follo

- » wing long tem
therapy. If this cccurs, the drug should be promptly withdraws.

4, Eypersensitivity reacsions: ver, macular and vesizular rashes,

oedema, urticarfa, ard anaphylaxis mAy occur. Herxheimer reactions have
'

occurred during therapy for typhold fever,

. "Gray syndrome”: Toxic reactions in luding fatalities have occurred in the

prezature and newborn; the sizns and sympioms associated with these resctiors §

Tave been refarred to as the "gray syndreme”. One case of "gray syndrome’

has been reported in an Infant Sorm %o a mothes having Teceived chloramphanicsl
during labor. One case has Deen reported in a 3-::10: nfant. The following
summarizes the clinical and laboratory studias that have besn made o=
~lents:

2. In most cases therapy with chloramphenicol had been irnstituted wi
the fizst 48 nours of 1ife.

b. Symptoms first appeared after 3 to 4 days of contirued treatment with
high doses of chloramphenicol.

¢. The symptoms appeared in the Zcllowing order: Abdomizal distensio= with
or without emesis; progressive zaliid eyerosis; vasomotor cecllapse, “requently
accompanied by irregular respiration; and death within a ew tours of onset

of these symptoms.

d. The progresaion of symptoms from onset
nigher dose schedules,

to exitus was accelerated with

e. Preliminary blood serusm level studles revealed urusually nigzs

corcentrations of chlorazphenicol {over 90 meg./ml. after repeated doses),
f. Terzination of therapy upon early evidence of the associated

symptomatology frequently reversed the process with complese recovery.
CELORAMPEENTCCL FOR INTRAVENOUS ADMINZSTRATION

As soon as is feasible arn cral dosage form of chloramphenicol

tituted for the intravenous form because adequate blood levels are achieved

sloramphenicol by moutk.
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cular

(1ntramus and subcutanecus uce are not permitied in the FDA-approved
.)

A meseting has been held with Parke, lavis and Co. and we anticipate
pecessary chsnzes 13 such lebeling. FDA aleo advises while Farke,

Davis and Co. is the only American firm that exports chlorssmizenicol

to the Iatin Assrican countries, there are other mamfacturers cf this drmug
that supply the Latin American market, in which the labeling =ay also

fail to include mention of seriouc end fatal blood dyscresieas.

Interested persons ..'u:r obtain a.co-py of the current labelivg for
chloramphenicol distributed in the United States by commnicating
directly with the FDA,

ROGERS
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™ FROM CGAERCE

‘“GLYH e In accordance with the Post!s request we attach tm coples
et . ’;' = U. S, Federal Food g and Cosmetic Act. TYou will note t
s F e under Chapter ONS, 201(a) 1, the term "State"
) ys £ 34 to the Commomreal o Rico ...::‘o..ghrr t the Act, w
cs 2 2 exception: gh 70 exempts shipments of food fr
>¥ 7 Rico from gener:zl exs n and inspection umtil they r
-2 TN first point of eniry in the continental United States.
43 // ! should alsc be noted that,for purposes of the Act, trade bet
/ Puerto Rico and amywhere slse is considered “ir»erstate ¢
el e It seems clear, therefore, that drugs and cosmetics are sub!
Action | tafe. |initiats to the same federal regulations whether they are manufactursd
| I1lirois or Puerto Rico and whether they are sold locally cr
abroad.

COMENTS: Should the wording of the Act fail to convince the
‘Panomianian Minister of Health, a special ruling orf the ratier
can be ottained from the U, S, Department of Health, E,.u:at" 3
and Welfare. Ve hope that this will not prove mecessary,

we request that the Embassy inform Commerce/Washington of a
change in or clarification of Panama's policy regarding drug
and cosmetic imports from Puerto Rico.

ROGERS
Enclosures:
Federal Food, Drug, and Cosmetic Act (2 copies)
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L Ll L T
REF : Cor—
TmarTy ey Departmant's /.-2%, lay 20, 1969
rrcu'; COMERCE i
L. Independent of any action taken by thz Embassy in rasponsa
TSTED DISTRIGUTION

POST BOYTING

to the referenced »

afi, the Arbassador on lay 27 rece
letter from che Ministoer of Health of tha Panamanian Gowv
requesting tha Ambassador to inform hin whethsr the laws a
regulations in Puerto ilico relating to the production and
authorization of gharacautical products are the sare as thosa
apglicable in the Upiced States. The Hinister of Health scated
that the information was necassary for the enforcement o
L of Decres ¥o. 53 of 1%32. This article requires laboratorias

2d a

ment

Action

infs, [Initials

outsida Panara to subric a document certifiad by a Panzmanian

Consul affirming that the laboratory is-auchorized te produce
pharracsutical products in the coun in which it resides. Ioe

portation of the products is prohibited without this cexti tion.

A copy of the lattar from the !inister cf Health 1s enclesed.

HILS

2. It should be nocad chat it is normal practice for the Dureau
of Census and Stacistics of the Panamanian Govermment to list

Puerto Lico separataly from the United States in compiling crada

statistics. However, the difficulties gncountered by Alberto

b

Culver Products, Inc. appear to stem from tha fact that tha

[T

products fall within tha categories coverad by Decree No. 93.

Presumably, if, as the Erbassy assumes, the manufacture of phar-

maceutical.products in Puerto Rico comes within the jurisdiction

of the U.S. food and drug laws, the need to re-ragister products
to reflect Puerto Hicam orisin will bz obvigted.

3. ACTION:REQUESTZD: The Eubassy will appreciate being informed
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Mr. RosentrAL. Did the process also include that the Em bassy thus
distributed the information they received ?

Dr. JenNives. T am not sure I can document just how far each in-
dividual U.S. embassy went in that country to see that the actions of
that government were in keeping with our notification. But I think
that T can assure you that the government responsible for the health
and safety of its citizens was appropriately notified. Beyond that, I
doubt that we have any jurisdiction.

Mr. RosextHAL. Commissioner Kennedy, this legislation that you
speak of which is proposed, what is the status of that? T am not aware
of where it is at the moment.

Dr. Ken~epy. It was introduced earlier in this session, Mr. Chair-
man. Hearings have been held by Chairman Rogers’ subcommittee,
and it is proceeding to staff markup in the House. On the Senate side.
it is about to be marked up in the Senate Health Subcommittee,

Mr. RosexTHAL. Is it your prognosis that that bill will be reported
out essentially as it was submitted by the administration, or do you
hesitate to make such a judgment ?

Dr. Kex~epy. I am hoping, but T don’t know.

Mr. RosextHAL. Some of the notification procedures that are ex-
plicit in the bill, can they be implemented by Executive order?

Dr. Kexxepy. I would thing so—to a limited degree at least, Mr.
Chairman. T really hadn’t thought about that, but I think that many
of them probably could.

Mr. RosentraL, Would you submit for the record a memorandum
detailing which areas of notification in the proposed legislation could
be put into practice by Executive order?

Suppose somewhere along the way you ran into a legislative land-
mine and this bill did not become law in the fashion in which it was
submitted. There might be other remedies available that should be
exercised.

Dr. Kexxepy. Yes. I think that is a very worthwhile suggestion,
Mr. Chairman.

We will certainly try that with that and other portions of the bill.

[ The material referred to follows:]

32-427 0O =78 -9
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As noted, the Food and Drug Administration (FDA) uses a number of

resources to communicate to foreign governments significant regulatory
actions respecting products subject to FDA regulation. Under section 134

of the pending Drug Regulation Reform Act of 1978, the current drug

export policy would be amended by permitting the export of drugs that

are not approved for domestic marketing. This change in policy is supported
by the recognition that there may be drugs that are inappropriate according
to domestic standards but that have an important therapeutic potential
according to unique foreign settings.

Section 135(a)(18) of the Reform Act requires an exporter of an unapproved
or noncomplaint drug to notify the importing government of the legal
status of that drug in this country. This form of notification cannot
currently be required by exporters by other than legislative amendment
because the law does not permit the export of an unapproved or non-
compldint new drug.

Section 135 of the Reform Act would authorize the exchange of information
with foreign governments and with international organizations concerning
drugs. This exchange would include scientific and technical training

of foreign personnel. Many of these activities are ongoing now. This
form of international cooperation would be explicitly required as a
matter of policy at any point by specific Executive Order.

Section 149 of the Reform Act would authorize the dissemination of
information regarding the effectiveness, risks, safety and proper use
of drugs, and other information that would avoid deception and promote
public health. This information is currently disseminated, both
domestically and internationally, through a number of FDA publications,
as well as educational seminars and Agency consumer and professional
information resources. A direct Executive mandate could address this
activity.

Currently, certain drugs, such as antibiotics, insulin, and pre-1938
drugs, may be exported without any notice, even if products are
misbranded or adulterated. A notification requirement respecting these
products cannot be required of exporters by other than a legislative
amendment of the Federal Food, Drug, and Cosmetic Act.. An Executive
Order could require the Secretary to notify foreign governments of known
health hazards with these products, but this is being done now where
such information becomes available to the Secretary (see attached
documents).




WORLD HEALTH
ORGANIZATION

ORGANISATION MONDIALE
DE LA SANTE

CLINICAL AND PHARMACOLOGICAL EVALUATION DRUG INFORMATION CIRCULAR NO
OF DRUGS/DRUG EFFICACY/QUALITY, SAFETY

AND EFFICACY OF DRUGS 22 August 1977

Resolutions WHA16.36/WHA23.48/WHA26.31 ORIGINAL: ENGLISH

The United States Food and Drug Administration has informed the World
Health Organization that approval has been suspended for phen!orninl'z arnd
general marketing of this drug will cease within 90 days (by October 23,"1977).
The drug will remain available under a limited distribution system for a
small patient population meeting action criteria.

This action results from evidence that phenformin can produce a fatal
reaction known as lactic acidosis in some patients; risk of lactic acidosis

is felt to outweigh the benefits of phenformin in all but a very limited
patient population.

This drug was previously indicated in the USA only for symptomatic diabetics
unresponsive to diet, and in whom sulfonylureas were ineffective, or in whom
insulin could not be used. The decision of the FDA does not relate to any
other oral antidiabetic agent currently available in the USA.

phenformin is the International Nonproprietary Name (INN) proposed by
WHO for l-phenethylbiguanide.

See also Drug Information Circular No. 170 dated 18 November 1976.
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Praire ¢ rappeier la réfirence:

-

The Director-General of the World Health Organization presents his
compliments and, pursuant to resolutions WHAL6.36, WHA23.48 and WHA26.31
of the Sixteenth, Twenty-third and Twenty-sixth World Health Assemblies
on Clinical and Pharmacological Evaluation of Drugs/Drug Efficacy/Quality,
Safety and Efficacy of Drugs, has the honour to transmit information on
drugs which he has received under provision of those resolutions.

Overleaf is drug information sheet No 172. (The original
communications from which this information is drawn are retained in the LT
archives of WHO for consultation). T“ ) /

Geneva, 17 December 1976




CLINICAL AND PHARMACCLOGICAL EVALUATION DRUG INFGRMATION CIRCULAR No. Y
OF DRUGS/DRUG EFFICACY/QUALITY, SAFETY
AND EFFICACY OF DRUGS 17 December 1976

Resolutions WHALG,36/WHA23,88/WHA2E.31 ORIGINAL: ENGLISH

The United States Food and Drug Administration has informed the World
Health Organization of a notice of withdrawal of approval of a new drug =
application with regard to the drug azaribinel, This action was requested
by the FDA following notification by the manufacturer that side-effects,
consisting of blood clots in the veins and arteries of patients, had been
noticed, This drug received FDA approval in late Pebruary 1975, and was
marketed in August 1975 for the treatment of severe and recalcitrant cases of
psoriasis.

Now the FDA has called on all patients to discontinue using the drug
immadlately and to consult their physicians, adding that azaribine may cause
1ife=threatening or fatal blood clots.

————————————————

1 azaribine is the International Nenproprietary name (INN) proposed

by WHO for .?-Js -D-ribofuranosyl-as-trlazine-3,5(2H,4H)-dione2’,3",5" ~trincetate.




WORLD HEALTH
ORGANIZATION

CLINICAL AND PHARMACOLOGICAL
EVALUATION OF DRUGS/QUALITY,
SAFETY AND EFFICACY OF DRUGS

Resolutions WHA16.36/WHA26.31

ORGANISATION MONDIALE
DE LA SANTE

DRUG INFORMATION NO 159
3 September 1975

ORIGINAL : ENGLISH

The United States Food and Drug Administration has informed the
World Health Organization that it has amended the notice concerning The
labelling conditions for dlothylstllbsstroll and related drug products as

published in the Federal Register® dated 4 August 1975, inter alia, as
follows:

"The products are used in treatment of estrogen deficiency or other
disease conditions. Because of a statistically significant association
between maternal ingestion during pregnancy of diethylstilbestrol and the
occurrence of vaginal carcinoma in the offspring, the labelling of all such
products has previously been required to state that their use in pregnancy
is contraindicated. An additional warning is now being required concerning
the possible development of vaginal adenosis in postpubertal girls whose
mothers received diethylstilbestrol during pregnancy.

Reports in the medical literl:uresdT indicate an association between
the use of diethylstilbestrol and the occurrence of vaginal adenosis in

postpubertal girls and young women whose mothers received diethylstilbestrol
during their pregnancy."

diethylstilbesterol is the international nonproprietary name (INN)
proposed by WHO for trans-x,a-diethyl-4,4'-stilbenediol.

-] Copies of the relevant paper issued by the Food and Drug Administration
can be obtained from WHO on request.

Herbst, A. L. et al. (1972) American Journal of Obstetrics and Gynecology,

40: 287

4 -
Herbst, A. L. et al. (1974) Amertcan Journal of Obstetrics and Gynecology,
118: 807

9 Herbst, A. L. et al. (1975) New England Journal of Medicine, 292: 334

e Stafl, A. et al. (1974) Obstetrics and Gynecology, 43: 118-128

: Sherman, A. I. et al. (1974) Obstetrics and Gynecology, 44: 531




"The Commissioner of Food and Drugs concludes that this association should
be brought to the attention of physicians. Accordingly, it is required that
the physicians package insert for preparations containing diethylstilbestrol or
closely related congeners, (including diancstrol.l hexastrnl,z hsnzestrol,3 and
promethestrol (methestrol) ) include the following in the Warnings section:

'Vaginal adenosis has been reported in 30% to 90% of postpubertal
girls and young women whose mothers received diethylstilbestrol or a
closely related congener during pregnancy. This condition was found
most frequently in those cases where diethylstilbestrol had been given .
in early pregnancy (first twelve weeks). The significance of this
finding with respect to potential for development of vaginal
adenocarcinoma is unknown. Periodic examination of such patients is
recommended.' " .

dienestrol is the international nonproprietary name (INN) proposed by WHO
for 4,4'-(diethylidene-ethylene)diphenol.

4 hexestrol is the international nonproprietary name (INN) proposed by WHO
for 4,4'-(1,2~diethylethylene)diphenol.

2 benzestrol is the international nonproprietary name (INN) proposed by WHO
for 4,4'-(1,2-diethyl-3-methyltrimethylene)diphenol.

methestrol is the international nonproprietary name (INN) proposed by WHO
for 4,4'-(1,2-diethylethylene)di-o-cresol.




-CLINICAL AND PHARMACOLOGICAL DRUG INFORMATION NO 150 :

EVALUATION OF DRUGS/QUALITY, . /J = /r/;.

SAFETY AND EFFICACY OF IRUGS 6 April 1975 :
HED

Resolutions WHALG.36/WHA2E.31 ORIGINAL : ENGLISH

The United States Food and Drug Administration has informed the World
Health Organization of a notice of withdrawal of approval of a new
application with regard to a combination drug containing norethistercne acetate
md ethimlastndiol2 as published in the Federal ‘Rasistezj dated 11 February
Ebnu two drugs are contained in Gestest tablets used for pregnancy
ust!.n; 'Bm Commissicner of Food and Drugs concluded, inter alia, as follows:

"Although the drug is effective as a presumptive test for pregnancy,
there is a lack of proof of safety for that use in view of the potential danger
in the pr of pr y and the availability of a number of very accurate
chemical tests to detect pregnancy. The holder of the new drug application
bas waived its opportunity for a hearing, and no other interested person has
requested a hearing.”

"All identical, related, and similar drug products, as defined in
21 CFR %10.6, not the subject of an approved new drug application, are covered
by the application reviewed and are subject to this notice.”

"Shipment in interstate commerce of the above-listed product or of any
identical, related, or similar pmd.uct, not the subject of an approved new drug
application, will then be unlawful,"

+ norethisterons is the Internmational Nonproprietary Name (IMN) proposed
by WHO for 17§-ethwmr1-17§ ~hydroxyestr-4-en-3-cne,

2 ethinylestradiol is the International Nonproprietary Name (].'NN) proposed
by WHO for 17-ethymyl-estra-l,3,5(10)-triene-3,17 ‘& =diol.

3 Copies of the relevant paper issued by the FDA can be obtained from WHO on

request.

5 Please see Drug Information Circular No: 144 dated 11 February 1975
on a similar subject.




ORGANIZATION - DE LA SANTE

CLINICAL AND PHARMACOLOGICAL DRUC INFORMATION NO 137
EVALUATION OF DRUGS/QUALITY,

SAFETY AND EFFICACY OF DRUGS 4 October 1974

Resolution Mlﬁ.}é/ﬂu?ﬁ.}l ORIGINAL : ENGLISH

The Department of Health, Education and Welfare of the United States of
America, has informed the World Health Organization of a Food and Drug =
Administration paper  on reserpine“ announcing the "establishment of an Expert
Committee to evaluate retrospective studies which report a possible asscciation
between long-term treatment with two rauwolfia alkaloids and an increased risk
of breast cancer in women over the age of 60. The two antihypertensive drugs
are reserpine and rescinnamine”. Of the two, reserpine is more commonly
prescribed for lowering blcood pressure in hypertensive patients.

The findings are being reported in a series of three papers being
published in the September 21, 1974, issue of Lancet, a prominent British
Medical Jourmal.

In reviewing cases of newly diagnosed breast cancer, the investigators
found that in selected groups of women, up to three times as many had a
history of long-term therapy with reserpine than did women in a control group
without breast cancer.

The department emphasized that reserpine and rescinnamine are the only
antihypertensive drugs associated with the possible increased risk of breast
cancer. The studies have not identified an increased cancer risk in
hypertensive patients in general, or an increased risk associated with other
widely used and effective antihypertensive drugs.

The department stresses the need for independent and complete review of the
reports regarding the rauwclfia alkaloids and assures both physicians and the
public that the questions raised by the three studies will be examined as
thoroughly and as promptly as possible.

The department recommends that until definitive conclusions are possible
there should be no general change or disruption of therapy in patients with high
blood pressure.” -

1.& full text of the FDA paper on this subject, can be obtained upon request

enserpme is the Internmational Nonproprietary Name (INN) pruposed by WHO for

3,4,5-trimethoxybenzoic acid ester of methyl reserpate
r

3t'&Sclr'n'wM.ne is the International Nonproprietary Name (IMN) propesed by WHO for

3,4,5-trimethoxycinnamic acid ester of methyl reserpate




CLINICAL AND PHARMACOLOGICAL DRUG INFORMATION NO 134
EVALUATION OP DRUGS/DRUG EFPICACY

1 July 1974

Resolution WHA16.36/WHA23.48 ORIGINAL : ENGLISH

The United States Pood and Drug Administration has informed the World
Health Organization of the withdrawal of approval of the following drug
products:

1. Combination drugs containing pamabrom and pyrilamine maleate
for oral use;

2. Nialamidel'? (25 or 100 milligrams per tablet);

s 19 PrununaJ iscbutyrate (capsules and elixir);

L)
8. Pipradrol hydrocholoride (11quid dosage form, alone or in combindtion).

The basis for the above actions was the lack of substantial evidence of
efficacy.

The relevant detailed documentation concerning these actiona is available
from WHO upon request.

—m

nialamide is the International Nonproprietary Mame (INN) proposed by WHO for
isonicotinic acid 2- (2-benzylcarbamoyl)ethyl |nydrazide

Please refer to Drug Information Circular No. & of 27 November 1963

procaine is the International Nonproprietary Name (INN) propesed by WHO for
2-diethylamincethyl pP-aminobenzoate

pipradrol is the Internaticnal Nonproprietary Name (INN) proposed by WHO for
A,a-diphenyl-2-piperidinemethancl




CROGANLZATION 4 DE LA SANTE

CLINICAL AND SHARMACOLOGICAL DRUG INFORMATION NO 121
EVALUATION OF DRUGS/QUALITY,
SAFETY AND EFFICACY OF DRUGS 15 February 1974

Resoluticns WHA16.36/WHA26.31 ORIGINAL : ENGLISH AED~Y
HEr =

3-/;;.:‘/771

The Food and Drug Administration of the United States of America
has informed the World Health O'r'ganjﬁzétion of a new programme of -
conditions for marketing of digoxin™'~ products. This measure was
based on knowledge from extensive cbservations and studies on
dissolution test results (tablets) and clinical biovailability.

In brief, the essential premarketing requirements of the new
programme consist of :

1) Compliance with the specifications for digoxin products
prescribed by the U.S, Pharmacopeia (U.S.P. XVIII, Sixth Interim Revisién
Announcement, effective November 15, 1973), to include the dissolution
rate test for digoxin tablets.

2) Certification by the Food and Drug Administration of all new batches
of digoxin to insure quality uniformity.

3) Demonstration of clinical avallability for all digoxin products,
according to the Food and Drug Administration approved protocol.

%) TLabelling revisions informing on the above for proper directions
of use by the physician.

Also, this programme is implemented by monitoring of drug
reformulations and utilization and supported by adequate dissemination of
this information to all health professionals concerned.

The relevant detalled documentation concerning these actlons is
avallable from WHQ upon request.

l'dtsoxin {5 the International Nonproprietary Name (IMN) proposed by WHD
for "glycoside obtained from the leaves of Digitalis lanata Ehrh."

2912]3! refer to Drug Information Circular No 128 of 16 January 1974.
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TAGS: EIND, ETRD, OGEN, TBIO,

SUBJECT: FDA ADVISORY-CATHETER CONTAINING DEFECTIVE
STERILE GLOVES (RECA J
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APCREASST MASSA PRIORITY
ARCMEASSY BANGEOK PRIORITY
AMERRASSY CANBLARA PRICAITY

L
!
i

=]
-
o
a2
=
o
-
]

AREMEASST ARPUTO PRICRITY

WNCLAS STATE 176R47

Lo s/

Tags: OGN, [imD, ETHD, THIO, XX

SURJEET: MEROLTSIS OF WEC'T RED BLOOD SEALS) WEN USED
WITH DADE ANTI &WO (AWTI-@0 TYPING STRUM, EECALL B-0W2-1

—
L. FOA MOVISES OF THL FOLLOVING:

FRODUCT IWVOLVED: AMTI-ENO LANTI-0) TYPING SERuN, SmL
AND IR AL, SIZE VIMLE

PROGUCT IBENTIFICATION: ANTI-ENG GNTI-9) TYPING SERUW,
LABELED: “ANTI-RR0 (ANTI-3) SERUM Oepran) = § m, $110¢
OR MCOIFIED TUBC TEST LOT WO, 3-6a3-T £XP, DATC | June
Th car, BL4S5 DADE DIVISION AMERICAN NOSFITAL
SUPPLY CORPORATION, MIARI, FLORIDA 33151 U.%. LicEnsE

179 PRESERVATINE: SODIUN AZIDE, 1: 1,088 STORE RETVEEN
T-BC DS-46F)° TNE PROOUCT 1S PACKED N § ML AND mwn
SIZES. COOES RECALLED: LOF MO 3-843 WAL SWFIXES),
CATALOS WOS. B4GTH-1 AND BAETH-11.

PANUFACTUR | NG/RECALL ING FINM:

. Department of State

STATE 276047

uviavinu

TELEGRAM

BADL DIVISION OF AMERICAN WOSPITAL SUPPLY CORP

150 DELAVARE PowY, ,
HIANI, FLA. 131%2

1. WEASON FOR RECALL: MANUFACTURER RECEIVED & TOTAL oF
NINE COMPLAINTS REGARDING A NEMOLYSIS PROSLEN. WEMOLYSIS
OF TAL RED MLOOO CELLT OCCURS WHEN TESTING oM INDIVIDUALS
VITH THIS PRODUCT AND LOT WUMBER, THE CELLS WENE VATNED
WITH SALINE WHICH Va5 PRESERVED WITH T-PHENOXTETHANOL, THE
PROBLEN WAS NOT SSEN EXNINITED (N ANY OTRER LOT wUMELRS OR
VITH THIS LOT USING SALINE VITNOUT 2-PMENOXYETHANGL.

1. POSTS RESUEITED TO CONTACT FOREIGN CONSIGHEES To
DETLRMINE OF THEY WAVE RECTIVED LETTER DATED August 13,
1577 “VARNING IFPORTANT PRODUCT |RFORRATION®,

ANY QDESTIONS COMSIGNEES MAT WAVE SWOULD B REFERRED TO
DADL IMMUNC-REMATOLOGY TECHMICA, SERVICES.

6. TOREIGH CONSIGAEES AS FOLLOVE:

WORERT TERAN §
APARTADO POSTAL 813
PMANAGUA N|CaRAGUA

LABORATORIOS |NDUSTRIALES
SUTHAN LTOA,

CASILLA B340

LA PAL BOLIVIA

LAsERmAX, a8
FLKRAFLR

S0 SALTBURG AUSTRIA
NOTIFY SANO-DADE

CAJA COTTARRICENSE D
SEGURD 30CIAL
APARTADC IDVRY

SAN JESE COSTA RiCk

FAN TRARSPORT

NALONE IRSTRASSE 18
3090 RERNL SVITIERL4wD
NOTIFY MENZ-DaDf

STRun Corpany
P @ Box 2%
TERERAN | RAN

JONMSON" 3 AIRFRLCIGAT LTD
OFFICT 10/286, WD 411
LONDON NEATHEOW AjRPCET
NOURSLOV ENGLAND

JORN NURRINEN OV FiNLAND
WOTIFY DADE FLMNICH OF
MARJARIERENTIE 36 #m3dn
BELZINKI 33 FINLAND

COMPANIA GEMERML DE
ComERCIO 5. A

VIA LATETANR 38-4
BARCELONA SPAIN

ROBERTO NICEL & €O LTOW
1B AVE 3-96 I0MA 4
WPARTADD POSTAL 1E-1
CUATERMALA GUATARALA ‘e

BIGCRENICAL EQUIPAINT anp
SERVICIS LTD.
120 MATFIELD avEwuE

B N OEROWNE

GEDRGES PLACE
DUN LAOGHAIRE
DUBLIN IRELAND

ARRAGUTIE MWD G0, LTB,
F. 0 80X 11

1 PIRALDS STRELY
ATNERS 117 GREECE

CLENTIFICA MNGENTINA
PIEHINCHA 63

WUENDS AIRES
ARGENT M4

FERRER & Cla
PELAYD 8
BARCELONA SPAIN

LAB AND WOIFITAL TUP
b 8. BOX ¥11
TEGUCIGALPA

ANS INTERMATIONAL - NOREA
GUANG WA HOON

POSOX 1SR

STOGL MOREA

WOLY FAMILY WOSPITAL
P omex s
TECHIMAN, /A GRANA
W AFRIcR

WKIAD FARMACEUTICA LTDA
FooBox i
MAPUTO mOCARS | QUE

LAE AND NOSPITAL SUP,
L N
TESUCIGM A

NONDURAS




-
AGE M OF 12 STATE 178847

LADORATORIOS SUKIA
AFARTACO 7524
SAN JOSE COSTA RICA 4edmg

DOMINIOUE RAILLY & CO
PO 0K 1

RUE ROUX 34 PORT AU PR
HITI

PROMEX 3A ARTICULOS
MEDICOS ¥ DE LABORATORIO
P 0 BOX 3933

SANTIAGO CHILE

SFT GOMDRAND FRERES
CARGO BUILDING BAUSSELS
AIRPORT -BELGIUN - NOTIFY
DELFORGE DIV. AN.5,

LABSTATUS AR-OLSONTVRIGHT
ARLANDA AIRPORT BOX 19
S19054 STOCKROLA ARL ANDA
NOT, LABSTATUS-SVEDEN

GUAR REMORIAL HOSPITAL
GOVERNMENT OF Guan

P, 0. 80X AX

AGAMA, GUAR  VANCE

139

Department of State

E. T. MOWKS & cCO. LTD.
KIMATHI STREET
P. 0. BOX 12863

MEDICAL LAB SERV LTD,
pOMINION LIFE ASST. BLODG
P 0. BOX M-406% COLLINS AVL.

ANS/MOSTRALTA PTY LTD
MEGAW DIV CTR CT IM-107
EPPING RD EPPING NIV 2121

LABORATORIOS SUKIA
APARTADD 2524
SAN JOSE COSTA RICA

CAJA COSTARRICENSE OE
SEGURD SOCTAL
APRATADD 1010%

SAN JOSE COSTA RICA

TELEGRAM
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- Department of State TELEGRAM

PAGE 01 STATE 297273 . 3082
ORIGIN HEW-76 ?‘AL”Q'

INFO 0CT-01 NEA-10 1S0-80 OES-07 EB-88 COME-00 /032 R

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.: CM h&&ﬁgF
APPROVED BY OES/ENP/EN WIWALSH, 111
DHEW/PHS/0ASH/0IH: REVANS

831937 1405502 /14
R 1321502 DEC 77 tsiiis
FM SECSTATE WASHDC | N

" —
—_—
—

TO AMEMBASSY |SLAMABAD : 't;gzzz %
UNCLAS STATE 297273 é T e :
l =

E.0. 11652: N/A

T

TAGS: OGEN, EIND, ETRD, TBIO, PK

SUBJECT: HEMOLYSIS OF RBC'S (RED BLOOD CELLS) WHEN
USED WITH DADE ANTI RHO (ANTI-D)TYPING SERUM RECALL
B 002-8

REF: I SLAMABAD 11609
STATE 276847

1. FDA ADYISES THAT CORRECT ADDRESS OF CONSIGNEE IN
REFTEL 1S:

5. EKACUDDING AND coO.
P. 0. BOX 5629
MEDICINE STREET
KARACHI, 2 PAKISTAN

2. ORIGINAL INFORMATION REGARDING CONSIGNEES SUPPLIED TO0
FDA BY FIRM WAS INADEQUATE AND IN ERROR. FDA APPRECIATES
EMBASSY'S EFFORTS IN RESOLUTION OF THIS MATTER. CHRISTOPHER
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UNGLASSIFIED INCORING

o
PAGE E“TlDN YIEMMA [DI2% 2215221

ACTION BEW-DF

INFO OQCT-01 EUR-12 |350-090 OE5-07 E8-08 COME-g0
BE2TTE 2216481

R 2214551 WOy 17

FH AMEMBASSY VIENNA

TO SECSTATE WASHRC #1075

UNCLAS VYIERNNA 10123

EQ 11652: N/A

TAGS: OGEW, EIND, ETRD, TEI10, AU

SUBJ: WEMOLYSIS OF RBC'S (RED BLOOD CELLS3) WHEN USED WITH DADE
ANT! RHMI GANTI-<D)TYPING SERUM, RECALL B-002-%

—— e —

REF: ZTATE 27ER47

1. S5ANO-DADE, SALIBURG. AUSTRIA WO LOMGER REPRESEMTS DARDE
DIVISION. WEW REPRESENTATIVE 15 LAEVOSAN GES. M. B.H. & CO
K.G., ESTERWANNSTRASSE 17, A=-2020 LINI, AUSTRIA.

2. HORST KOCH, TECHMICAL MANAGER OF LAEVOSAN, WAS NOT

AWARE OF RECALL. LETTER FROM U.5. FIRM WAS PROBABLY SENT

TO SALIBURG AND WOT PASSED ON TO LAEVOSAN, EMBASSY MAILED
COPY OF RECALL TO LINI FIRM. RDCH WILL CONTACT U.5. SUPPLIER
FOR DETAILS IF MECESSARY. WOLF

Department of State TELEGRA

Teil
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UNCLASS IF ED oUTE0 G
Department of State TELEGRAM

LU e nn ine

ST BRI
L U]

wi

W A
INFD OCT-H1 WF-M ARASLE EW-DD EA- 050-00 OC5-M COME-d0 PEAT DL LAOSREGAT
-0 /B QaRClLONR, SPain

wou 1o
QRAFTED BT DEEWTOL: JWw{iNROTN, M0, : 60
[l

E0 Y GEL/ArTiwe: mimAclA, D00 LABORATONIOY Susgrencid, 1,4,

D COMMCECIAL COMI LA-SAGIERD 5.4,
BARCELON drkPoaT

WONSIGALS 10
ALAJER: CIATORINI (1N 0N

VLR ITICEREY LN PARRE BAWIS 4N O
CTETR T P 0N ik
LAGOS, WIgTRIA
soLs 1o

LR TR
Fu SECSTATE wagept
10 IMfimassy mizaig
AMgmigsy | [
AaCWgilir ATming oagnii § t
AMCORSUL WOAG vONG ATeENE, CRflr
AM{ERASST J0uE LU
AMEMASEY aydLd Luweor

L

A sty

durmissy

Asmasgr

AMCWASSY (RE WAGHE
AMBRASEY PRLTORIA
ACMASET mELLIRGTEN

P BALACOS

C/0 CEMERAL Samw OF SRETCE
SOLNATEUE MhAACH

ATnEas. CoTice

coudicuin

WL ARG noNE TR Y, SEETINTIA
LW i IRUST, 11y
URCLAS STATE #21041 Rt
g 0 1
LA 11652 wna QUAREY §AT, WINC ACHS
LLTR WARALE - AR T
ThEss OGLN, ETen, THIS, $2, Wi, BN, WK, 0T, Y. AN, 3 nami
A ANCIOLINT AN €O 1P0 W, WL
SURFOTENT 1N WATRG QUACNOSTEC PROOUCT mECALL EASILLY POSTMLE 420} dpgai g, wiw
g » i
oy

0 DIAGHONTIC WARNCE-LAMEND AFG) S0
TR PROOUCT (4 WSER 45 4 BEPRAY
FOR I viTR9 TESTING OF JhLAN (3040

PETILING JATA, SELINCON

MALATY (A
LOT RUBBERT INvOULRLR:  1JEL1Y WD LEMS 50Le 1

MANUFACTURER/RECILL ING Fiklk LA O
SeamiEate i
GENERAL DIACNRRTICE. DIVISION OF WARNER LiMmcdT, BONDE ANRES,
100 TagoR €04 LUERLD

WORRIS PLAINS. NI SERSLY  dTYYE

WARRER L AngEET
11-40 Camantd

CARIRCEAR
CUBTOME COwLAiRTE RTFORTES A FAILIRE 19 BECEVER L4BEL .

VALGLS FOR BOLIBURIN, TR TUINY QuALITY TORTERL TS deio for

Lo For FlcaLL:

—
il

i P

FRILED TO Comrin TOUEE PRCALINS, WDy wir 810 PRECHID 5.4,
RECOVEN YALULS SL1GNTLY BLL gt L LI 84 TUL 3B 20540uS 83 AERGE
PARIS IC FRanCE
L 0315 ARE RLIUCSTER TO Coatal G 1ol
EWIRE OF Tel® RATE FLCE1NED AT

14

OCTORLE 1974 Fou

LOT Hls. e Gutsnig

THIS BLCALL Shdwld B 34fC

e SR, waNARPR JUALATY ASEeRANCE A BRI
COMPLIANCE, TELOPWONE dRF-4100d42,

i NI0S

‘ FOREICn CondICNEES A% F0uL 0wy

L Teig fugir
POLIGOND (RS
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i W

e UNELASSIFIED  14@9

PARE 21 KUAL Agate QasgwRiaz -

ACTINN HEW=@S
m;% 150-0 OFS=D8 COME=#D  MEDSA3 /355 n
sssssssssssanense=liRYI0] ia7mip s2m
B nYr71Z1 FER 77
FH ANENBASRY £LUALA LUEBYR
O SFCATATE MAAWDC §22A

HMERLAS AVALA LUNBPUS W12

B.R, 1185320 Mya

TARSEY DGEN. FTRD, TEIO. WY

RUAJFCTI SUAPATEYT IW WITRO NIAGMOSTIC PSOOUCT (PECALL T=@m2- 7y
e ——

BEF: 3TATE 2734}

EaBassy CONTACTER =R, B ¥ o [ FE, NIRECTOH-MANAGER, “a%5FRa

| AMBFRT [MFEY 0%, BERYAD, JALAN 13748, PETALING JavE, SFLANRQS
oy FER, B, FTR™ WAR WAT SELETVED RFCALL LETTEAS OATED OCTORE® 1)
iNA MOUEZFR (@, 187K FRAn GENFRAL OYAGNOSTICE, DIVIRZION QOF
HaPKFR=L AMSERT, SA1 TARO® MOLD. HOPRTS PLATMS, N.J, EXRL35Y

Ui BReYIRED FTR™ EQPY REFTEL.

NAESHILL

e
| Date Baps Q-E-H_‘__————
FHE
Cog
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Department of State TELEGRAM

UNCLASSIFIED 7666

PAGE 21 IN 20251 2103182
ACTION HEW=@6
-

INFO 0CT=@) EA=p9 1S0-22 OES-25 EB=87 CUME=Rd /@29 W

easnepeses=saeene2]05092 122564 /11
R 218232 JAN 77 A
FM AMEMBASSY WELLINGTON e
TO SECSTATE WASHOC 2611 q:

UNCLAS WELLINGTON 2231

E.0, 116521 N/A

TAGS: OGEN, ETRD, T8ID, Xx, NZ

SURJECT: EXCESSIVE MCISTURE INVITRO DIAGNOSTIC PRUDUCT
NO,

REF: STATE p@5229

ETHNOR PTY LTD OF NEWMARKET, AUCKLAND CONFIRMS RECEIPT
OF RECAL NOTIGCE FROM ORTHO DIAGNOSTICS INC, RARITAN,
NEW JERSEY.

SELDEN
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UNLLAK3ISITICY UUTGUING
Department of State TELEGRAM
et A

PAGE 01 OF 11 ST 1t woem § 2

micin HeR
O 4 GCTORER 1RIE WD FUNM RECEIVED 4 3P LABSRATORY
e 0CT-Rl Wied CV-02 SEA-1E 13000 DEE-W /ED R FROBUCT PROBLEY BE NUUBED 9-2114 WICH RERCHTE
THAT DEACILL )
BRAFTED 87 ANTW/F0A: JEWEINROTR AL D, : CCH EREATIC RESULTS uPee ¥
APPROVED BT OES/MFTOEM  wimALSE, (1) THE TimW Amd 1AL FRa, THE &

PEEWDIN: MARCINAL TO LOW POTCRCY. RECALL Wi

MASTLECARINGTON (NP}
EWR/ER: JLTULL LNFD InsTRRCTED 10 BOT ANT STOCH O NasD O0F B
sesssssnssassssnsaf 1N 13041 /A3 CUSTOMERS AND WOVISE DIFCO OF THE
P IRTANT bin 17 rgres.
TN SECSTATE masEng
T0 AMCansia S40 PEELO PRIDEITY L. POSTS ARC REGUESTED TR COATA
AMEURALET NINEMASE PRIGRITY T0 SETERMIRE |F TREY HAVE BEEN N
MIGRITY ANY QUESTIONS CONBIGAES wiv WavE
) L Fin CNTACT AT TRE Fildw 1§ W NS
VICE PRETIDONT, TELEPeORE 110-261-R0L

FOREIGW CONBICNEES A3 FOLLOWS:

! L
LA FAL FRIGELTY LUt
AMEMBUIST CANACAL PRAGRITY FILA WARARE
CAIRA POITAL 18192
URCLAS STATD BEI0 A0 FaLE,
.0 11682 wA WELASSIFIED
BROCTERIA ¥
TAGS: OGER, ETRD, THIG, MR, C6. £3, o, GW R, 0T, 8P, $ISTRIBGIDORA WAkIn
BAN SALYADOR, [ BaLTASOR
Lo, o
SORILCT:  SUR-POTENT in-viTRO & 100C SEMITITITY 170 noREmaLl g
8IS0 WECaLLs Ll 350 §
L. FOA MOVISES OF TRE FOLLOWING PROBUCT RECML Ao 36 GiRoan

FRODUCT INVOLYED:  QRACILLIN BERITINITY 8058 A W mEkL £0.. LT,
STREWGTR, LASELED 45 FOLLGWS: BIFCO O13PERY-3~ 59 AVE SHANREN
BIFLO LARS, BETRQIT. W
S 913C8 FIR 2
& MAGATINES PER CitTOR. 15 USED AT MM IN-WITRO

ENLITINITE 1C4 LaBoR A MAETIN NISPANICA

a3 e CASTELLS LA

. I worip, raim

£ Fomco
wES, §0 0ISCE CAdh. 1 BOSPITAL SN TEMD
AW 1§ A STANaRg "
T DISCE MICH READT IN AT CINSNALA, FEPUSLIC B0 ZAMRM
e LTy 2ises

y

kg ad

i

Tl roeag ANy

£ BILE
TEST XXX BITCO LABS, L WICHIGAR.  JANGMT

CA3T WOLESEY
L UNCLASSIFILE JoRReY 11 0,
LoT M5 acLane

T PACEED conTeey w0, NIOTEST SE0wM INSTITGTE
PISTRACE 11

Lt L ines & FRumsn

5102 GALINE faa LT CERMANY

-5 L (FETTR

EXPORTED QNLT) BIFED 543
PALLL € M

MLL OF TNE TRRED ABOVE COATROL NULRENS ARE SLINC RECALLED T Wi

WECAUSE THEY WERL PACKAGED FROM THE SUBE BULE BATCH. iy

-
7 DR |

riEEE o arw——

1o

s 4 e ey S ey

WANUFACTUREA/RLCALL INE Fili CREME pRuRIiEwIC G
F 0B 242

OIFCH LABCRATONNES, $20 WONAY STNELT, BETRONT, MiCWIGAA C-am s

AN

L REASSS FOR RECALL:

8 InsusTRILLES

|
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UNCLASSIFIED
Departmem of State

PASE R OF m STATE mmSlM

GUZMAN LTDA
CASILLA &40
LA PAL, EOLINIA

WCLASSIFIED

CENCO IQTTI CIERTIFICA SA
APARTADD BH2%1

CARACAS |94

VENEIUELA

LISSINGER

0UTGO ING
TELEGRAM




Department of Stai: sy
iia

IINCLASSIFIED 727

PARE o1 =3 AWd 82797 3127442
ACTION HEa=2K

THNFU DCT=A)] AF=23" IS8040 (DES=28 s021 N
cermssmssmen=e=n==}]07477 118A53 ,

B X§A7127 JiN 77

FH AMEM3ASSY KTHEHASA

TU SFCATATF WaSHDC 1482

BNELAS KINSHASA 2707

FaN, 118528 v/

TAR3: OGEN, ETRD, TEIV, Pm, £0Q

SURJFCT: SUB=PATENT TNe«yITRY ANTISTOTIC SENSITIvITY DISC (FECALL
G=2%9=71
e

DEFY STATE 32521171

FOMErD KFPPESENTATIVE NR, PLOKPLAUY AQVISES He HAD NOT BEEN
TNFOOMFD QF PECALL PRINR TP VIRIT Ry EMBASSY NEPRESENTATIVE,
AT THAT BOTINT 4Ll OF THE PPQDUCT HAD BEEM USED,

FUTLER




Department of State TELEGRAR

UNCLASSIFIED

PARE @1 CARACA P@a70 2721171
ACTION HEW=25

LRA=10 1SN=83 NES=A5 /223 W
mesmmesnem=es=sss==PB07207 RB74218 /|5
R 2729R77 JaN 77
FM AMEMBASRY CARACAS
TO SECSTATE WASHDC &340

IINCLAS CARACAS 2R7O

F.N, 11632 N/a

TARS: OGEN, ETPD, TBIO, VE

SUAJI SUA=POTENT [N«VITRN ANTI3IOTIC SENSITIVITY DISC
FRFCALL D=P50.7)

—e e

REF: STATE @nm5241

f, FEWHBASSY CONTACTED CEMCN-Z0TTI CIENTIFICA S.A. AS REQUESTED
TN REFTEL.

@, DR, BELKYS RIJANA, ASSTSTANT MANAGER FOR LABORATCRY PRODUCTS
STATED TWAT IN FACT TwD PECALL LETTERS HAD BEEM RECEIVED FROM
PIFCN LABORATORIFS, THWE FIRST OME DATED 5 NOVEMBER 1976
PEFERRED TO LOT CONTROL MNUMBERS K2M9A5

AND 818241, WHICH DN CHECKTING WERE FOUND NOT TO BE IN STOCK,
SECOND LETTER DATED 12 NNVFMBER 1976 REFERRED TO LOT CONTROL NO,
A2584] WHICH CENCO-ZNTTI DD HAVE IN STGCK AND mHICH #AS THEN
NESTRUYED ACCORDINALY,

VAKY




UNCLASSIFIED

149

oM
W P8 OUTGOING

Department of Staté)\*>”  TELEGRAM

PaSE M sTatE 1
oRIGIN BEV-2)

INFQ OCT-D1 AF-10 1S0-P0 amA-14 COR-11 EA-11 oO3-0
Si6-0) £5-8 comt-m sETI R

DRAFTED BY: SWEW/FDA JRVEINBOTH
APPROVED WY: DES/ENP: EM: WINALEE 110
DMEW/PHL/OASE: OIN: REVASS
EA/ARP: VGALLAGHIR linF)
EUR/VE: BMCIMLEY (INFQ)
AF/S: JTATLOR (1wFgd
LAJARP: TURJOA (iNFQ)
EUR/VE: JDORRINS (IKFOQ
EOR/NE: DML IN LIWRg
- #6712 ML AN

N N mAa T
N SECSTATE waAsHDC
TO AMERBASSY WELLINGTON
APEMEASSY CANBLRRA
AMEMBASSY MEXICO
AEPRASSY PARIS

BRVISELS

o

PRETOAIA

PRCLAS STATE #7210

CORRECTED COFPT - FOR ADDRIISIL

0. 1032 A

TAGS:0GEN, [TRD, LIWD, THIG, WI, &S, WX, FR, BC, &F, T

SURJICT:FOA BOVISORY - POTEWTIAL FIRE MAZARD N WESULITER
FOR RESPIRATONY TRERAPY. @ECALL T-§52-3)

L. FOA ADVISES OF THI FOLLOVING RECALL:

PRODUCT INVOLVID - THL PROSUCTS INVOLVID IN THIS RECALL ARE
SPARICOOL® Amp “WYORO-SHPERL® GCBUL ITERS USED FOR RESPIRR-
TORY TRERAPY |6 ROSPITALE.

PROOUCT IDENTIFICATION = TRE WERULITERS INWOLVED IN THIS
RECALL ARE PRODUCED WY MCCAV RESPIRATORY THERAPY, INVINE,
CA.  UNDER THE MARES “MAXI-COOL® AND “WYDRO-TPHERLT, THE
BPECIFIC UMITS INVOLVED ARE TWOST WITH METAL COMPEMERTS IN
THE NTERION PORTION OF THE MANIFOUDS WWICH ARE INZERTED,
SCREVED (RTO, THE OUTER CONTAINER,

MANUFACTURER/RECALL IBG FIRM - MCCAW RESPIRATORY THERAPY,
18812 WILLIKEN AVE., IRVIL, CaLiFoRmia,

2. RCASON Fol RECALL RECOMMENDATION - TEE PRODUCT Wit BE(NW
INPLICATED IN TWO WOSPITAL FIRES IN TRE “RESPIRRTORY TRERAPT®
MOONS, TR FIRR INVESTIGATED THE FIRES &40 WILE D! i
DEFINITILY DETERMINING THE CAUSE TNEY D10 BETERMING Twat

THE POTENTIAL FOR 1GHITION DID EXIST ViTNIZ THE BEVICE

QIVEN ANY CORATMINATION OF THE MOSPITAL'S OXYGEN SuPPLY.

IN ANy NEBULIIEM A POTENTIAL FOR STATIC ELECTRIGITY EXiSTS
WITH THE MIST ASSUMING & POTITIVE CHARGE &40 THE WATER
ASSUNING A REGATIVE CHARGE, I TR Wi LERS UWOER
*RECALL® WACTUALLY A FIELD CORRECTION® TWENE ARE Somf
STAINLESS STEIL PARTS USED W THT MANIFOLD LOCATER im THE
INTERIOR OF THL MACHINE WWICH CREATE TRE POTENTIAL FoR
“SPARKING" OF THE ELECTRICAL CHARGE SUILT-OP. (THE wEGU-
LITERT WOT URDER RECALL AND TWOSE RETROFITTED mavE AL
PLASTIC INTCRIOR PORTIONS OF THE NANIFOLD Wich ESSENTIALLY
ELIMINATES THIS POTENTIAL FOR SPaRus),

5. MTION - POSTS ARE MEOUESTED TO CONTACT FoRLIGH
CONSIGALES TO DETERMINE IF THEY Waw RCCEIVED ADVISONY FROM
FIRN REQUESTING “NOT TO USE SUBJECT UNITS UNTIL THEY ARE

STATE M1nIR

WETROFITTED WiTh THE NIV MANIFELD WITH QUALIFICATION THAT
IN EVDNT OF DRERGENCY TME PRODUCT COULD BE USED WITH
COMPRESSED AR BUT WOT OXYGEN.” DEALERS PRESURED TO

NAVE BECN SENT REPLACERENT RANIFOLOS AND TECHNICAL BULLETINS
WITH INSTRUCTIONS TO CONTACT MCGAW WITW REGARD TO QUESTIONS
OF FOR ASSISTANCE, |F MECESSARY.

A, FOREIGN CONTIGNELS AT FOLLOVS:
PCEAY TTWICALS LT0., P.O. BOX IB-DS3, AUCKLAND §, NEW
TEALAND

ANS/AUSTRALIA PTY LTD., P.0. BOX J70, EPPING NSV 2121,
AUSTRALTA BOSP.

DEL SAGRADD COMATON, TiJUaNa, MEXICO
AMERICAN NOSP, CUPPLY, MISTISSANGA, ONTARIO, CAMADA
”\l FRANCE, BOITE, POSTALD Ti6, RS8O0 CIRGY, FRAMCE

WANSER NYDEN, RUE DU RARIAS, 1000 BRUXILLES, BILGIMM
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Mr. RosentHAL. You said that the FDA is participating in the so-
called Peterson committee—the working group. How many meetings
have you had?

Dr. Kex~epy. I think that that group has actually physically met
together once.

Mr. RosentHAL. Is there progress being made? Do you have any
comment on how things are going 7

Dr. Kex~epy. I did not, myself, attend that meeting. Mr. Cooper,
the Chief Counsel for the Food and Drug Administration, attended
for us.

I have reviewed all the documents that have emerged, the draft
documents, so far.

I would say that the progress which has been made is pretty en-
couraging, considering how long the effort has been going on.

There is a lot of just plain comparative information to be gathered
from the several agencies; and that has proceeded, T think, reasonably
well. I think there remain some hard decisions and maybe some argu-
ing to be done.

ilr. Rosextaar. Which hard decisions in the areas of your juris-
diction have yet to be made?

Dr. Kexnepy. I am just predicting, Mr. Chairman, but I think be-
cause some of the decisions that T expect to be easy turn out to be
hard. Who knows, maybe someday one of the ones I expeet to be hard
might turn out to be easy.

Mr. RosentaAL. Which ones?

Dr. Kexxeoy. But in this particular case, the ones T would expect
to be hard are decisions about whether in a particular class of tech-
nology—drugs or pesticides or a class of substances of that sort—the
United States should take the position that because there is enough
risk distributed in the class, a very strong position onght to be taken
that we should not permit exportation within that class to take place
at all, or only with restrictions so strong that it essentially takes out
of the hands of the importing nation entirely the decision of whether
or not to import.

I think that is where some people tend to disagree.

In the export provisions in our drug bill, which I have outlined
to you, that is where we have found people having the most difficulty.

Mr. Rosextrar. The notification and export provisions in your
bill, how would you describe that in terms of policy ? Is it a change in
policy, a major change in policy, a dramatic change in policy, or what ?

r. Kexzepy. That is a surprisingly difficult question to answer,
because our own law is so internally inconsistent that it is very hard
to know what the poliey is.

Remember that under present law, you cannot export a new drug
that is not approved at all; whereas, with appropriate notification and
other restrictions, you ean do so with an unapproved medical device.

So even within the same subsection of our law, there are differences.

Our proposals for drugs would bring the situation, with respect to
drugs, rather close to the situation with respect to medical devices.

It would be a much more stringent export provision than we have
in some areas of our law—for example, foods—but less stringent in
some ways than the present blanket on unapproved new drugs.

Mr. RosExTrAL. Congressman Brown ?
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Mr. Garry Browx. Thank you, Mr. Chairman.

I presume, Commissioner Kennedy, that you are aware of Esther
Peterson’s testimony before us yester da\

In that testimony, she said and T quote:

Different economie, social, and eultural conditions in a foreign country may
snggest that product whose recent ban or severely restricted test may be justi-
fiable for use in that other country.

Jacob Scherr of the Natural Resources Defense Council said and
I quote:

We want to stress at the outset that we do not advocate a prohibition of the
export of all products that are banned for domestic use.

Is it correct that any drug that is banned for domestic use is banned
for export?

Dr. Kexxeny. Unless it is an antibiotie, insulin or a drug that is
a “grandfather” drug under the provisions of our law, then it is not
subject

Mr. Garry Browx. The so-called old drugs.

Dr. Kex~epy. All of these—in fact, you can export antibodies even
if they are not certified. There are some respects where that part of
the law, of course, is much too loose.

But for post-1962 drugs if they are banned here you can’t export
them.

Mr. Garry Brown. Since Esther Peterson raised Depo Provera as
an example and you have mentioned it in your testimony, I noticed
you say that when you announced you were not approving it for do-
mestic use, you said

In announcing our decision, T made it clear that the drug which is approved
for use as a contraceptive in nearly 70 countries may well have favorable bene-
fit/risk ratios in those other countries.

Yet, that is almost a meaningless announcement, isn't it, because
U.S. ecompanies ean’t export it ?

Dr. Kex~epy. That is correet, Mr. Brown. T am glad you asked the
question.

The reason I made the announcement was because several people,
including your colleague, Congressman Scheuer, and some other mem-
bers of the House Select Committee on Population. believed that our
decision would hurt in some extralegal, but nevertheless important,
way the use of Depo Provera overseas.

U.S. drug approval decisions are influential decisions, with respect
to exportation.

Mr. Garry Brown, Very definitely.

Dr. Kexxepy. The purpose of my letter was to try to say that our
decision has to be based on the risks and benefits as applied to Amer-
ican women, but it is not a decision that we would expect could be
transposed with confidence to other nations of the world because the
availability of alternatives is different. the

Mr. Garry Browxw. That is the key, isn't it, the availability of al-
ternatives.

In the Depo Provera case, it seems to me that, to the extent that there
was a scientific decision made, the availability of alternatives in the
United States was the cornerstone of your decision to reject the ap-
plication.
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But the availability of alternatives is not the same in Bangladesh,

for instance, as it is in the United States.

If you were serving in a similar capacity in one of the lesser devel-
oped countries—say in Bangladesh—what would have been your deci-
sion with respect to Depo Provera ?

Dr. Kexneoy. T don’t want to weasel, Mr, Brown, but T have to
preface my answer by saying that any developing nation that had me
in charge of its drug approval process would be in deep trouble.
[ Laughter.]

Nevertheless, if T were in that situation and had to make the deci-
sion on present knowledge all by myself, T think it is likely that for
most nations with the population structure, disposable personal in-
come, and health care systems of Bangladesh T would approve it.

Mr. Garry Browx. I think you are saying that in looking at the
efficacy hazard equation. you have to look at. the hazard of nonuse.

Dr. Kex~epy. That is correct.

Mr. Garry Browx. I believe that there is 13 to 20 times the mor-
tality rate in childbearing in other countries as there is in this country.

Dr. Kex~epy. Yes; that is very important.

To return to an earlier decision. T would emphasize that the avail-
ability of alternatives—although it is a factor in a risk/benefit deci-
sion—is only one of a number of factors.

I think that the demographic profile of a nation might be important
if people lived to an average age in nation A that is 10 years older than
in nation B. And if a side effect involves a condition that only appears
near the very end of life, the risk/benefit decision might be very dif-
ferent on that ground alone.

Mr. Garry Browx. Would it be better if in many of these cases in-
stead of banning, vou take some lesser action.

Once you ban in this country, I think the psychological impact
from a political standpoint in any other country is severe.

In other words, T think that if it is banned for use here. any leader
of another country serving in a ca pacity such as yours who would ap-
prove it would be, in effect, saying: We will permit our population to
be exposed to more hazardous products than America will.

It seems to me that that creates a real problem from a politieal and
social standpoint in these other countries.

Isn’t there some way that under labeling of some kind that you
then say that this is approved but on a very limited basis.

That, it seems to me, would give greater justification for its utiliza-
tion, as vou recommend. in these other nations.

Dr. Kexneny. T think that does create a better psychological —

Mr. Garry Brow~. I'm thinking not only of Depo Provera. but of
many similar cases.

Dr. Kexxepy. I think that is correct.

In that connection, T wounld want to emphasize that the term
“banned” is not an appropriate one for our action with respect to Depo
Provera.

Mr. Garry Browx. But nevertheless that is the effect of the action.

Dr. Kexxepy. No; not exactly, Mr. Brown.

Depo Provera is approved for use in the United States in the treat-
ment of endometrial cancer.




The manufacturers had asked for its approval for a new indication ;
namely, as an injectable contraceptive. That approval was ultimately
not granted, but Depo Provera is still available here for its more lim-
ited indication.

Even if it were not, our decision was not to remove it from the mar-
ket but rather not to permit it to enter for this particular indication :
and that is different from banning it.

Mr. Garry Brow~. What has been your recommendation in this re-
gard with respect to this issue before the Rogers subcommittee ?

Dr. Kexxepy. The recommendation consists essentially of the pro-
posals made in the Drug Regulation Reform Act of 1978; namely,
that unapproved drugs of all kinds ean be exported but that the Sec-
retary may, if need be—and he is instructed under the proposed law
to make the judgment in terms of the public health of the citizens of
the country and the citizens of the United States—choose not to per-
mit that exportation.

Furthermore, the government of the importing nation must indicate
to the United States that it does not object to that importation. And
there is provision in the law for providing technical assistance to that
government from the United States in order to assist it in making
that determination if such assistance is needed and requested.

Mr. Garry Brown. In connection with these hearings, would you
like this subcommittee to indicate to Paul Rogers’ subcommittee that
we feel that your position is correct and justified ¢

Dr. Ken~epy. It would be very helpful, Mr. Brown.

Mr. Garry Brow~. Thank you. Mr. Kennedy. I have no further
questions.

Mr. RosentaaL, Congressman Drinan?

Mr. Drivan. Thank you, Mr. Chairman.

Commissioner Kennedy, I take it that you feel that the medical
device amendments are sort of a model and that if you could have a
law along those same lines then the problems to some extent would be
resolved.

Dr. Kex~epy. Our proposals in the Drug Regulation Reform Act
are similar to the medical device amendments, though they do go a
little further in some respects.

Mr. Drinan. The medical device amendments have not yet been
applied, have they? There has been no case yet where the medical
device has been banned.

Dr. Kex~epy. That is because the implementing regulations for
those amendments are not finished yet as you know.

Mr. Drixaw. Are there any loopholes there that could possibly also
reside in H.R. 116117

Dr. Kex~epy. We don’t believe so.

Could I ask Mr. Cooper to give me some help on that ?

Mr. Drivan. Yes.

Mr. Coorer. We examined the background of the device amend-
ments in drafting our recommendations in the drug legislation.

We believe we have provided for an adequate system.

Mr. Drixan. All right.

The bottom line is this. If that bill is passed, will you have control
over the export of cyclamates?




As you know now, Abbott Laboratories and others are exporting
them widely—all through Europe and Canada—despite the ban of the
Food and Drug Administration.

Dr. Kexnepy. We won't have control over cyclamates.

Mr. Drrnan. Do you want control over eyclamates? Do you want to
ban them because they are in the 109 ingredients that the FDA has
banned ?

Dr. Kennepy. T would not think that—Ilet me back up a minute.

I think that it is probable that in many cases it would be useful
to have some of the notification provisions and the restrictions avail-
able to us in the proposals for drugs and also for food additives, al-
though there would be some administration problems for us in that
section of the law.

But I don’t think that T would want to be able to put a blanket ban
on the export of unapproved food additives here, any more than I
would want to for unapproved or banned pesticides.

I think you can think of cases—and I have a couple in mind—in
which——

Mr. Drixaxn. No one is banning that completely. The Administra-
tor has the power to give a license in certain cases.

But the new bill that is being touted as the model still will not
do anything about eyclamates,

Here is one instance where the companies are exporting them widely.
There may or may not be notification; there is no notification on the
cyclamates that go to Canada or to Europe that this item has, in fact,
not been registered or has ever been banned by the FDA.

So this is one area where this new law that is proposed—and it may
become law—does zero.,

Dr. Kexxepy. Yes. It does not apply to food additives.

Mr. Drixan. Why not ¢

Dr. Kenneny. Because another part of our law defines food ad-
ditives in such a way that it clearly differentiates them from drugs.

Mr. Drixan. But if they are dangerous and if they can be cancer
:ausing, why shouldn’t we include them ?

Dr. Ken~epy. T guess my belief is that if we did so, it would pro-
duce more difficulties for us than it would solve.

Mr. Drinan. That is not very satisfactory.

If they should be banned for the American people, why should
we allow their export when we are seeking to ban the export of other
substances which have also been banned ?

Dr. Kexnepy. I have no argument with the merit of your sugges-
tion.

Mr. Drivan. Why didn’t the FDA put that in the bill that is before
the Rogers subcommittee ?

Dr. Kexyepy. Because we had to limit this bill to drugs. We are
going to do food legislation next year, and then I hope that we will
be able to settle the import question for foods.

Mr. DriNan. I don’t see the difference though. It will be before
the same subcommittee, it is the same substance. It may be the same
question. Maybe it is a different statute.

Dr. Kennepy. We just did not consider that to raise the entire set
of issues connected with food, which are under a different title of
the Food, Drug and Cosmetic Act, was something that we could do
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when we were addressing primarily a whole set of problems having
to do with drugs. '

I guess it was a decision about how much we could accomplish at
one time.

Mr. Drinax. All right. It is a rule of convenience then.

Let me go back to the adulterated foods.

The FDA, as I understand it, has no systematic surveillance or in-
spection of adulterated foods.

We have examples in the material the staff has prepared that some
6,700 boxes of insect-contaminated rice were sent. to Chile. And quite
by happenstance, the FDA apparently intercepted that.

Under the new bill, is there any new power given to the FDA
where they could inspect or have some control over the exportation
of adulterated food ?

I suppose your answer is that food comes next year; right?

Dr. Ken~epy. I am afraid so; yes, sir.

Mr. Drinan. I hope it is early next year, because somehow food
has not surfaced as much as the things that are before us,

I thank you for your testimony.

Dr. Kex~epy. Thank you, sir.

Mr. RosentHAL. Congressman Levitas?

Mr. Levrreas. Thank you, Mr. Chairman.

I regret I was not able to be at the hearing yesterday because of
another oversight hearing.

I would like at this point, before I ask Mr. Kennedy some specific
(uestions, to make some general observations with respect to the thrust
of these interesting and important hearings you are conducting.

What concerns me is that in some ways the thrust of what these
hearings are pointed at manifests a colonial mentality of some sort,
or a missionary complex, is that what is good for the United States is
necessarily good for everybody in the world, and that we ought to
be making decisions for other economies, other environments, and
other health profiles.

Mr. Drivan. Would the gentleman yield ?

Mr, Levitas. In just a moment. [ Laughter. ]

I realize my good friend, Father Drinan, wants to take specific ex-
ception to the use of the words “missionary complex.”

Mr. Drixax. You read my mind. [ Laughter. ]

Mr. Levrras. But while I think it is certainly incumbent upon the
United States and its governmental agencies not to engage in a pat-
tern of practice of poisoning or polluting the world, I think that the
issues are not black and white.

The types of efficacy/hazard ratios, the cost/benefits, the economic
needs are all matters of balance.

I do not think it is the responsibility of the Colonial masters or the
holders of Christian doctrine to be the missionaries for the world.

While we need to make the information available and provide such
technical assistance and advice as is appropriate, what may be good for
the United States may not be good for some other nation in the world,
and vice versa,

With those few comments, let me turn to the problem of the Delaney
amendment and saccharine, for example, or cyclamates.
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Under our present statutory framework, leaving aside the 18-month
postponement, if a food additive is found to produce cancer in labora-
tory animals, it is automatically prohibited.

hat is not the test elsewhere in the world—in all places of the
world ; is that correct ?

Dr. Kex~NEpy. It is not the test in all places in the world.

Mr. Leviras. Do you understand that if the food ares. which will
be taken up next year, is treated in the same way as devices, and leav-
ing aside any change in the Delaney amendment, that you as the head
of the Food and Drug Administration almost would have to ban the
export of foods prohibited in this country under the Delaney
amendment ?

Dr. Kexnepy. If the provisions in the hypothetical food regula-
tion reform act of 1979 followed our design for the Drug Regulation
Reform Act of 1978, we would be able to do so judgmentally if we
thought that exportation provided a public health hazard.

We would be able to permit it if, in our judgment, it did not.

You give me the opportunity to cite a useful example. I am treading
on dangerous ground here, because there is a pending hearing and I
am separated from it.

But I think it would be fair to say that two large national groups
of capable scientists could conceivably draw different conclusions from
the results of a chronic toxicology test. Indeed, it appears that that
situation might one day exist between Canada and the United States
with regard to two chemically, slightly different types of red coloring
matter.

I don’t see anything wrong with the world in which each nation
would be free to trade with other nations. according to its own sci-
entific convictions—if T make my point.

Mr. Leviras. I think that responds to the main question I had. Do
you feel that the type of proposals which are presently in place or
under consideration give you, as an Administrator. sufficient flexibility
to exercise that type of judgment or do you think there is a need for
more flexibility ?

Dr. Kenxepy. If by proposals now under consideration you mean
something approximately modeled on the same plan as our proposals
in the new drug law, then the answer is yes; I think they do provide
adequate flexibility.

Mr. Leviras. Thank you.

Now I will be happy to yield to my colleague who has much more
experience and history in the perpetuation and propagation of the
true faith.

Mr. Drixaw. I just want to commend him for reading my mind and
correcting his misstatement., [Laughter.]

Mr. RosextaaL. Mr. Brown?

Mr. Garry Browy. Thank you, Mr. Chairman.

I would just like to go back to an earlier discussion.

Your authority for banning the export of new drugs, I assume,
stems from section 505 which says: “No person shall introduce or de-
liver for introduction in interstate commerce any new drug unless
an approval of an application filed pursuant to subsection (b) is ef-
fective with respect to such drug.”

That is in interstate commerce,
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Let us assume that firm X decides to manufacture a drug. It doesn’t
engage in interstate commerce—not to offer it for sale and not to sub-
mit it for approval by you but only for export.

I know the answer to the question, Mr. Kennedy. It is in your defini-
tion of interstate commerce,

I don’t think I have ever seen it defined the way it is in your
statement.

I think our Founding Fathers would turn over in their graves, since
they also discussed foreign commerce in the Constitution.

But in interstate commerce, which is defined in your basic law as
“The term ‘interstate commerce’ means commerce between any State
or territory and any place outside thereof.”

Mr. Coorer. Perhaps that should be read as a shorthand reference
to interstate and foreign commerce—both of which are within the
power of Clongress.

Mr. Garry BrowN. Sure. I just wondered about the source of your
authority. And then I read the definition of interstate commerce.

Mr. Coorer. Constitutionally, they are both within the power of
Congress.

Mr. Garry Broww. Of course.

But do you think that our Founding Fathers would have contem-
plated that interstate commerce and the interstate commerce clause
would read as it has been defined in this act?

It 1s not your fault ; it is Congress, obviously.

But isn’t that a rather strange definition ?

Mr. Cooper. It is strange, but I think it can be read as interstate
and foreign.

Mr. Garry Brown. Thank you.

Mr. RosentaHAL. Thank you very, very much. We appreciate your
testimony, and we appreciate your un(lmqtamllng of the nature of the
problem.

We also appreciate the information that we requested and your giv-
ing attention to whatever remedies can be dealt with by Executive
order quickly—just in case there are any landmines in the legislative
route.

Thank you for being with us.

Dr. Kenxepy. Thank you, Mr. Chairman.

Mr. RosexTHAL. Our next witness is Barbara Blum, Deputy Ad-
ministrator of the Environmental Protection Agency.

Congressman Levitas?

Mr. Levrras. Thank you, Mr. Chairman.

I would like to take this opportunity to welcome a constituent of
mine to this committee, Ms. Blum, who is the Deputy Administrator
of the Environmental Protection Agency. She has for many years
been very active as a business person and as a public participant in
advocacy before State and Federal legislative bodies.

I am very proud of the service she is rendering to this administra-
tion.

T believe that there have been some major improvements in the
Environmental Protection Agency under the leadership of Mr. Costle
and Ms. Blum. _ :

Tt is a pleasure to have her with us today, and I would like to in-
troduce her in that fashion to this subcommittee.

32-427 O =78 = 11
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Mr. Rosextnar. Thank you very much, Congressman.

Ms. Blum, we are delighted to have you here.

We know you have a prepared statement. and we are very anxious
to hear it.

STATEMENT OF BARBARA BLUM, DEPUTY ADMINISTRATOR, EN-
VIRONMENTAL PROTECTION AGENCY; ACCOMPANIED BY ALICE
B. POPKIN, ASSOCIATE ADMINISTRATOR, OFFICE OF INTERNA-

TIONAL ACTIVITIES; AND ROBERT H. WAYLAND III, OFFICE OF
LEGISLATION

Ms. Br.um. Thank you, Mr. Chairman.

I would like to give you the prepared statement for the record.

Mr. Rosextaar. Without objection, it shall be included in the
record.

Ms. Brun. T have here with me today Alice Popkin, who is the As-
sociate Administrator for International Activities for the agency,
and Robert Wayland of our Office of Legislation.

With your permission, what T really want to do is submit the pre-
pared statement and then comment on some of the questions that T
think you may have from the testimony yesterday—the NRDC testi-
mony and the General A ccountine Office testimony.

Let me say first that T agree that notification procedures should be
improved and that there have been deficiencies in the past. This is
something that T have been aware of and personally interested in
looking into. even prior to the GAO report.

[ think that there are some things that we can do within the frame-
work of the pesticide notification policy that Congress has mandated
in FIFRA.

We are also supporting the new amendments to FIFRA that will
strengthen the export notification provisions.

We have, however, gone beyond the requirement of the law to ad-
vise other countries of some of the specific regulatory actions. One
example would be the Leptophos tolerance revocation through the
17(b) mechanism.

That. of course, is our mechanism for notifying the State Depart-
ment of final actions on pesticide registrations.

We have conducted embassy briefings about possible regulatory
actions and procedural aspects of our rebuttable presumption risk
reviews. I participated in one of those. .

And we are an active participant in the world organizations which
are sharing pesticide regulatory information on a continuing basis.

One example of that is the OECD. in which we participate in two
active chemical groups. If there are any notifications of any of the
member nations of OECD, some 24 nations. we notify both through
OECD and through the member nations. as they do us.

U.S. law mandates use-by-use pesticide regulation. The degree of
hazard and the extent of each use vary widely. Thev vary both in the
United States and abroad, and we don’t regard all cancellations as
having equal significance, requiring 17 (b) notification.

We would not wish our notices or these hearings to create the im-
pression that each EPA regulatory action has been prompted by a
grave threat to human health or the environment.
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Let me cite some examples to clarify that a little.

Although we did cancel one use of quaternary ammonium com-
pounds in 1973, our decision not to make a 17(b) notification was
based in part on the widespread and continuing lawful use of the chem-
icals and disinfectants still approved by EPA, which were unaffected
by the 1973 action to discontinue only one area of use, poultry drink-
ing water and disinfectant uses.

Regulatory action was not completed on the widely nsed insecticides,
heptachlor and chlordane, until this past March due to protracted
administrative appeals by producers and users of these pesticides.

17(b) notice was transmitted to the State Department early in
April, a month after regulatory action was concluded. The terms of
the cancellation provide for up to 5 years of additional domestic
use, however, for some purposes.

EPA’s agreement to phase out use of these chemicals, when cancella-
tion proceedings were initiated because of cancer-causing properties
exhibited by them in laboratory experiments, demonstrates our
agency’s appreciation for the considerable benefits a dangerous pes-
ticide may afford. By law, we weigh the benefits against the risks in
making our regulatory judgments.

If this doesn’t clearly suggest that pesticide regulatory issues are
exceedingly complex, let me illustrate a further consideration for U.S.
policy on exports of these compounds—very few of which are com-
pletely innocuous from a health or environmental viewpoint. I need
to stress that.

Much of the Third World is looking to pesticides as one part of
the answer to life-shortening epidemic illnesses and starvation, and
I think this is a point that Congressman Levitas made very early.

These are not benefits which we typically weigh here in the United
States. One rather simple example would be whether or not a country
should use a pesticide to control malaria when that pesticide is pos-
sibly carcinogenic. But that country is weighing the immediate pros-
pect of young people contracting a pest-borne illness and dying against
the long-term effects of something that is possibly carcinogenic.

I think that decision, as Congressman Levitas pointed out, is very
difficult for us to make for another country. It is a moral decision that
I think is theirs.

Mr. RosentHAL. I assume the underlying assumption of that prop-
osition is that the foreign country should receive all adequate in-
formation.

Ms. Buua. Absolutely.

Mr. RosentaaL. And presumably they are in a position to under-
stand and digest that information.

Ms. Bruat. I should hope so.

Yes; I certainly think that they should have that.

Mr. RosexTHAL. I think we all probably generally agree with that,
that we have to let each sovereign nation make its own judgments,

The question is: Are our notification procedures adequate and do
we follow them up adequately ?

In the case of EPA, it would appear to me prima facie that we have
not done that.

You kind of admit that EPA has not done an adequate job of notifi-
:ation ; is that correct ?
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Ms. Brum. Yes. I don’t think we have done an adequate job of
notification in the past.

Mr. Rosentrarn. How would you describe the job you have done of
notification if you had to rate it.¢

Ms. Brusm. You mean if I am rating it A, B, C, or D?

Mr. RoseNTHAL. Somewhere between satisfactory to pitiful.

Ms. Brum. Between satisfactory and pitiful, I think we have done
just a very ordinary job, where we should be doing a very extraordi-
nary job.

Mr. RosexrtiaL. The question is: What are you going to do about it.#

Ms. Buum. We are doing several things about it right now.

We are examining our own internal processes. We are trying to work
with the State Department to find a better way to implement 17(b).
There seems to have been too many places where it fell through the
boards—both at our agency in getting it to the State Department in
a timely fashion and on the part of the State Department whose
responsibility it is under FTFRA to notify various embassies and the
embassies then notifying the people in various nations.

In the case of the lesser developed countries, there may also be
institutional problems in making effective use of information on pes-
ticides which is conveyed by the United States. For example, I came
back just recently from Nigeria. I was discussing the pesticide problem
with the Minister of Environment of Nigeria.

The whole EPA in Nigeria is one person. The Minister has one pro-
fessional and one secretary.

He said that the person you notify in this country is me. There are
just three of us, and T can’t really cope with it.

I think that we are going to have to take some responsibilities, par-
ticularly with some of the lesser developed countries, to make sure that
we are not only notifying the right person but that the right person
can handle the material that we give them.

One of the things that we have put together that may make it simpler
is a pamphlet on “Suspended and Canceled Pesticides” that we hope to
translate into foreign languages. It is in English right now.

We hope this will make it a little bit simpler to understand.

Mr. Rosextiarn. What countries do vou distribute those to?

Ms. Brua. We are going to distribute them to every country with
which we have diplomatic relations. But this will not be in lien of
notification.

Mr. RosextraL. You state on page 3 of your testimony that of the
15 pesticides canceled or suspended, 5 are exported.

The information we have isthat at least 10 are exported.

Ms. Broa. To my knowledge, the only five that are exported are
chlordane, heptachlor, DDT, leptophos, and mereury.

Mr. RosentrAL. I have some figures for 1976 :

Aldrin, 342,000 pounds were produced and 342,000 pounds were
exported.

Benzene hexachloride. 1,432.000 pounds were produced and 456,000
pounds were exported.

Chlordane in three forms, 159,000 pounds were produced and 159.-
000 pounds were exported.

Chlordane in one form. 82.710 gallons were produced and 82460
gallons were exported.
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DBCP—Dibromochloropropane—25,000 pounds were produced and
25,000 pounds were exported.

DDT in 13 forms, 25 million gallons were produced and 25 million
gallons were exported.

DDT in five forms, 286,000 pounds were produced and 286,000
pounds were exported.

Heptachlor in nine forms, 1,511,000 pounds were produced and
1,347,000 pounds were exported.

Heptachlor in one form, 23,000 gallons were produced and 20,000
gallons were exported.

And it goes on.

There is apparently a discrepancy in what you tell us and what
the information reveals.

Ms. Brua. That is because you are :eadm,(.r from 1976 imports and
my information is coming from the 1977 report.

In 1977, of the 15 canceled or suspended, there are now only 5 that
are exported.

Mr. Wayraxp. We provided a complete list by manufacturer and
production volumes to the committee this morning.

DBCP, for example, is no longer produced in the United States.

Aldrin/dieldrin production moved out of the United States in 1975,
and T think what you see in the 1976 export data are exports of exist-
ing stocks on hand at the time the cancellation was effective.

Mr. RosextHAL. Do you want to disclaim responsibility—and T
suppose you should—for anything this agency did prior to January of
1977¢

Ms. Broua, No. T think T would just rather say that we are going
to do better after January of 1977

No; we won’t disclaim responsibility. But I was simply pointing
out that the information we provided you this morning was the more
up-to-date information which probably has not reached von yet.

Mr. RosentrAL. Yesterday the GAO testified that EPA had deter-
mined that nine regulatory actions taken by EPA were not appropriate
for notlﬁcatmn to foreign governments. Are you aware of that testi-
mony ?

Ms. Buoa. Yes.

Mr. RosexTrAL. Can you explain it to us?

Mr. Wum\n I think Barbara Blum’'s example of quarternary
ammonia illustrates that whenever you are faced with a ‘iuh]eohv
judgment, such as whether a particular regulatory action has “national
or international significance,” you have the potential for reasonable
people to arrive at different conclusions. Apparently, the GAO and
EPA came to different conclusions when applving this standard to
at least some of the cancellation actions cited by GAO.

Quaternary ammonia is very widely used in the United States
in a variety of disinfectants.

The cancellation of the poultry drinking water disinfection use
came about primarily because the manufacturers of quaternary am-
monia didn’t wish to do testing that would be necessary to establish
a tolerance for that particular use.

Rather than go to that expense they said it is not worth it. Since it
was not possible to make the judgments necessary to establish a toler-
ance without the submission of additional data. that use was canceled.
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But we. frankly, don’t think that that ranks with aldrin and dieldrin
or heptachlor or chlordane in significance.

The record is certainly spotty, and there are instances where noti-
fication should have been made and there wasn’t and

Mr. Rosentrar. Which instances were there of notification that
should have been made and were not : can you tell us some of the cir-
eumstances surrounding those instances ?

Mr. Wayranp. One that comes easily to mind is that T think we
probably should have notified on the heptachlor/chlordane suspension
action.

In fact, when our cancellation action was concluded, we did make
notification. We made notification some 5 years prior to the effective
date of that cancellation.

But suspension is an intermediate action for emergency purposes
taken before final cancellation. The law provides that we can provide
notice upon suspension, and we didn’t do so.

Mr. RosenTaAL. What about kepone? You didn’t notify anybody
on kepone.

Mr. Wayranp. Oh, yes, we did. Absolutely.

Mr. RosextrAL. The GAO said you didn't.

Mr. Wayraxp. The GAO is incorrect.

Mr. RoseNtHAL. Did they submit their report to you before they
submitted it to the Congress?

Mr, Wayraxp. Yes; they did.

Mr. RosentHAL. And you had a chance to correct it or discuss it
with them.

Mr. Wayraxp. And we told them that the kepone notice was sent
out in April.

The report was prepared in March, and released in May, and there
was no modification of the report between those two times.

We commented on the draft report, and the kepone notice went out
in April. This is a month prior to the effective date of the cancellation
for certain of the kepone products.

It does follow, by about 6 months, the conclusion of our regulatory
activity. That is an example, I think, of where we should have acted
sooner.

But in point of fact, kepone production stopped sometime well before
our regulatory action was concluded. :

Mr. Rosentrarn. When did you take the regulatory action on
kepone ?

Mr. Wayranp. The final action was in December of 1977. .

Mr. Rosexraarn. But the determination was made 6 months prior
to that ?

Mr. Wayraxp. No.

Our determination was made in December of 1977. The action was
effective in May of 1978. We provided our notice in April of 1978.

Mr. Rosextaar. Why didn’t you provide the notice in 1977 ?

Mr. Wayraxp. I think that we should have provided it.

Mr. RosextrAL. Kepone was a deadly chemical.

Mr. Wayraxp. T don’t know that T would share that opinion, Con-
gressman. ;

Pesticides can harm you in a lot of ways. Some pesticides can kill
ou if you have a small amount on your skin.
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Mr. RosentrAL What damage does kepone do to people ?

Mr. Wayranp. It causes nerve damage after presumably long pe-
riods of exposure at relatively high levels, or lower levels of exposure
over a lifetime.

Mr. RosentAL. And you didn’t think people should be notified
about that when you took the regulatory action or when you made the
decision of its——

Mr. Wayrano. We do think that people should be notified.

. Mr. RosextraL. Six months elapsed in 1977 after the new admin-
astration had taken hold of this agency. Six months elapsed between
the time you knew of this threat and the time that you sent out the
mnotice.

Ms. Bruar. T think you are absolutely right. T think there should
not have been a 6-month lag if there was—and you say that there was,
Mr. Wayland.

Mr. Wayranp. That is correct. However, the notice went out before
the effective date of the cancellation.

Mr. RosextHAL. I understand that. You could have made the ef-
fective date 25 years from now, but once yon have the information, it
would be nice to let people know about it.

Ms. Brum. You are absolutely right.

You asked for examples, and Mr. Wayland mentioned chlordane-
heptachlor. That was suspended in 1975; it was canceled in 1978; and
our notification didn’t go out until the cancellation in 1978.

The countries should have been notified at the time of the suspension
in 1975. So T don’t think we are in disagreement.

Mr. RosextraL. One of the things we are concerned with is not only
with the damage pesticides can do overseas to the citizens of foreign
countries but is there a threat of agricultural produets being treated
with banned pesticides and then being reimported into the United
States?

Ms. Bruws. Yes and no. The reimportation problem

I don’t know if you are aware of it, but under the Federal Food,
Drug and Cosmetic Act, EPA is responsible for establishing toler-
ances. These are tolerances on the legal limits of pesticide residues
which can safely remain on agricultural produets being sold in inter-
state commerce or imported into the United States.

So at the border, fruits, vegetables, and so forth which are grown
in another country, or at the dock or wherever they are coming in.
are all tested by the Food and Drug Administration for the tolerance
levels that we have established.

Insomuch as that process works, we are protected from unsafe res-
idues of pesticides on agriculture commodities, regardless of country
of origin.

Mr. RosExTHAL. Does it work ?

Ms. Bruoa. T am told that it does.

I feel that with any kind of a testing procedure, there is always
going to be room for some kind of error occasionally, But, in general,
yes, I am sure that tolerances work.

Mr. RosexTrAL. Do you have any statistics on actions taken by FDA
on products that were rejected because of a high tolerance on
pesticides?
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Ms. Bruam. I don’t have that with me, but T can provide it for the
record or ask FDA to provide it for the record.

There have been some, yes.

[ The material referred to may be found on p. 200.]

Mr, Wayranp. T couldn’t give you specific numbers of lots that are
examined and instances where the produce was refused at the border,
but one thing many exporting countries are acutely aware of is the
tolerance system and U.S. EPA tolerance requirements.

Very frequently, they will adjust their pesticide usage in a country
to assure that they do not exceed the U.S. domestic tolerance on com-
modities exported to the United States.

We were in a dialog quite recently with Mexico over the question
of whether or not Mexican produce is contaminated with pesticide
residues exceeding the limits established by EPA. By and large, it is
not.

Ms. Brum. We also work closely with Canada on this, which is
another big

Mr. RosenTHAL. But there is a difference between high levels of
residue on pesticides that are approved and pesticides that are dis-
approved.

Mr. Wayrann. The food commodity cannot be imported unless there
is a tolerance established for that pesticide on that food.

Consequently, residues which have not been approved for food im-
ported into the United States because pesti¢ides have not been ap-
proved for use are not permitted.

Mr. RosextraL. What foregin countries are using today pesticides
that we have disapproved and are not permitted for use in the United
States?

Mr. Wayranp. Quite a few, though not always for agricultural
purposes.

Ms. Bruowm. A lot of them.

Mr. RosextHAL. Could you tell us the names of some of them?

Ms. Buom. The lesser developed countries—India, many of the
African nations.

Mr. RosextHAL. Which A frican nations?

I am trying to follow through which products we import.

Ms. Brua. I can tell you just generally, and T can provide that for
the record.

[ The material referred to may be found on p. 191.]

Ms. BLum. There are many countries now, for example, manufactur-
ing their own DDT. So although we do export DDT, most of the
purchases are now made abroad—a fact over which we have very
little control.

Mr. RosextrAL. Can you think of specific countries and specific
pesticides that we disapprove that are being used in those countries?

Mr. Wayrano. I think there is one area we ought to clear up before
we get into examples,

That is that there are still on the books in the United States toler-
ances for pesticides that have been cancelled for use in the United
States. This is because there is a background level of DDT, for ex-
ample, in the environment,

Crops grown in the soil in your state and all over this country have
DDT residues on them when they come to market.
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Mr. Rosextaar, From years ago?

Mr. Wayraxp. Absolutely.

Mr. Rosextiar, How long does that residue level continue ?

Mr. Wavyraxp. I think the DDT soil half-life is something like 12
years.

" There is also a considerable amount of aldrin/dieldrin in the soil.

We have lowered the DDT tolerance level to account for gradual
decline in the background levels of DDT in the soil and water of the
United States. Our cancellation was probably too recent to permit us
to crank down the tolerances on aldrin and dieldrin, however, with-
out posing problems for U.S. farmers who have stopped using these
chemicals but whose crops nevertheless bear residues.

These are the major pesticides which were used in agriculture and
which have been canceled. Many of the others you discussed were not
used in substantial quantity on food.

Mr. RosenTHAL, I understand.

But now having that information, what I am interested in knowing
is what countries today are using pesticides that we prohibit the use of
in the United States?

Ms. Brom. As I said, I can only answer that in general and provide
the specifics for the record. But many of the lesser-developing coun-
tries are

Mr. RosentHAL. I would like to try to have an example of a coun-
try and a product that we import.

Mr. Wayranp. I have quite a few FAO figures—U.N. Food and
Agricultural Organization—on pesticide use overseas. But the figures
are really pretty poor.

We don’t have good figures on what pesticides U.S. farmers use,
because they are not required to report that.

We know what moves in commerce in the United States, but we
don’t know what is being used on a given crop at a given time.

Benzene hexachloride, for example, those registrations were con-
verted to lindane registrations in the United States some years ago.
BHC is evidently used in cocoa-producing countries to control a pest
of cocoa. There are, presumably, BHC and lindane tolerances which
apply to both the residues on raw cocoa beans imported into the
United States and finished chocolate products.

Mr. RosextHAL. Do we import any food products from Nigeria, for
example.

Ms. Bruat. Not that I know of.

Mr. Wayranp. I am not an expert on Nigeria.

Ms. Brom. I couldn’t guarantee that we don’t, but T don’t believe
that we do.

I can provide you that for the record.

In my informal discussions with the Nigerian Government, T asked
them that question. I don’t believe that they

Mr. RosextrAL. How about Uganda ?

Myr. Wayraxp. Certainly Uganda is a major coffee producer.

Mr. RosenTHAL. Do we import a lot of their coffee ?

Ms. Buuy. And Kenya is a major: _

Mr. RosextHAL. I just want to stick with Uganda for a minute.

Mr. Wayranp. Although we established tolerances, they are en-
forced by FDA. FDA has people on the docks looking at the——
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Mr. RosentaAL. We don’t have a diplomatic mission in Kempala
do we?

Mr. Wayranp. That doesn’t mean that the produce can enter the
United States in violation of tolerances.

Mr. RosexTtHAL How do you know that ?

Mr. Wayrano. Imports are examined by FDA for tolerance com-
pliance. Tt is done on a spot-check basis.

We don’t take their word for it that they don’t use these things. We
examine on a random basis food lots which are imported.

If a violative sample is found, the shipment is refused.

Mr. RosexTHAL. And you think the examination is adequate for the
protection of American society ?

Mr. Wavrawnp. T think FDA could better comment on that. Tt is
their very large responsibility to detect “adulteration” of food and
prevent sale of food bearing unhealthy pesticides residues.

I know they are able to inspect a relatively small number of samples
of the total

Mr. RosextrAL, As Ms. Blum brought up. for example, in Nigeria
they have only three people in their environmental agency. T doubt
they would be in a position to make the kind of examinations and have
the kind of intellectual inquiry that the situation warrants.

I am trying to find an example of a country where we do import a lot
of foodstuffs, such as Uganda, a presumably developing country. T
would like to know if we are selling them any pesticides that are pro-
hibited for sale and use in the United States.

Mr. Wayraxp. T may be able to tell you whether we shipped any
DDT to Uganda recently, but that is probably the only figure we have
available.

Ms. Buum. While he is looking for that figure let me sav that even if
he finds it, it does not mean that Uganda did not get DDT from an-
other source.

Mr. RosenraAL. I understand that completely.

Mr. Wayraxp. Uganda imported 4,400 pounds of DDT from the
United States in 1969.

Bureau of Census data does not show any further Ugandan DDT
imports for this country subsequently.

Mr. RosexTHAL. Are there any other prohibited chemicals that they
purchased ?

Mr. Wayranp. T have FAO figures on imports——

Mr. RosextraL. Do you have any way you could tell how long the
DDT they purchased in 1969 would last ?

Mr. Wavraxp. That is not very much DDT—India and Paki-
stan—

Mr. Rosentrar. But DDT lasts 12 years vou say.

Mr. Wayrawp. Tt will be in the soil ; that is correct.

Mr. RoseNTHAL. So we have until 1981,

Mr. Wavraxp. T think we have a good bit beyond that.

Mr. RosextHAL. T know that. But Uganda is a developing country
that we have problems with in diplomatic relations.

But we are importing a lot of their coffee, and vou say it has no
DDT because the Food and Drug Administration has taken a good
look at it.
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Mr. Wayraxp. T think there probably is some DDT there—just as
there is in U.S.-grown products.

Mr. RosexTraL. Do you think there is more DDT in Uganda coffee
than in Colombian coffee?

Mr. Wavraxo. If there is and it is over the tolerance, it is refused
at the border if it is detected.

There cannot be more than the allowed tolerance level and the im-
port be lawful. _

Mr. RosexTHAL. Is every bag examined or is this by spot check?

Mr. Wayranp. Spot checks of less than 1 percent.

Mr. RosexTHAL. You have a lot of confidence in that ?

Does the FDA work at a more efficient level than the rest of this
Government of ours?

Mr. Wavraxp. I think they do a good job with pesticide residue
detection and enforcement within the limits of the resources devoted
to this activity and the technical challenge presented by analyzing
food for numerous residues.

Mr. RosentAL. How do they do in terms of notification—as of-
ficially the EPA has done in the last 2 years?

Mr. Wayrano. I don’t have any knowledge of that.

Mr. RosexTraL. Congressman Brown?

Mr. Garry Browx. Thank you, Mr. Chairman.

When you make a determination to act on a pesticide as of a cer-
tain effective date, does your effective date have to be prospective
rather than immediate ?

Mr. Wavyraxp. No; it does not.

Mr. Garry Brown. You just decide that the effective date of your
determination in that one case would be 6 months on kepone; is that
correct.?

Mr. Wavyraxp. That’s right.

Most of our cancellation decisions have permitted the registrants
to dispose of existing stocks. Otherwise there is a problem of trying
to collect them and destroy them in some fashion.

Sometimes it makes more sense to allow them to be used and get
whatever pest control benefit that can be derived from the chemical
than to try to collect and destroy it.

Mr. Garry Browx. So you attempt to look at what the stocks are in
arriving at what your effective date will be.

Mr. Wavyranp. That'’s correct.

Mr. Garry Browx. We have discussed pesticides and insecticides.
What about food additives for livestock such as DES?

That is agriculture, isn’t it, or do yon have that now? I forget who
has it.

Ms. Bruar. That is the Food and Drug Administration.

Mr. Garry Brow~. Do you know what the situation is there with
respect to the importation of livestock products?

Ms. Broa. I believe it is exactly the same as it is for the importa-
tion of food crops except that USDA has responsibility to sample and
analyze meat and poultry products.

Mr. Garry Brows. And that is that they are inspected and only the
same tolerances permitted for domestically marketed products can
be in the import products?
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Ms. Br.uart. That is correct.

Mr. Garry Browx. In section 8 of your act, you have provision for
manufacturers to maintain records and provide you with information.

What happens to that information? Do vou compile it for a con-
gressional committee, or do you utilize it in examining what is going
on?

Ms. Brua. The latter. We utilize it in examining what is going on.

Some of the information that we provided you is confidential
information.

Mr. Garry Browx. In that information you supplied, some of the
data came from your section 8 reporting requirements.

Ms. Broa. Yes, sir.

You see they warned me before T came up here that if T disclosed
any confidential information, I would be fined $45.000. T am being very
cautious. Plus loss of employment.

Mr. Garry Browx. That is per word. [ Laughter.

I have no further questions at this time, Mr. Chairman.

I would just like to say that on your appropriations bill recently,
there was great concern expressed about a legislative effort of mine.

I want you to know EPA was not being singled out. That type of
amendment—like Mr. Levitas’ which stirred up everybody—is being
done with every appropriations bill based upon the inerease of ap-
propriations over previous years.

I think you would have to agree that your duties may have
expanded, but a 60-percent increase over a 2-year period is rather
extensive.

Mr. RosenTHAL. Congressman Drinan?

Mr. Drixa~. Thank you, Mr. Chairman.

Ms. Blum, T am more and more convinced that this notification is
very nugatory, and that we are somehow copping out by saying that
we are informing all these other nations.

You, yourself, said very eloquently that Nigeria is not in a posi-
tion to use it.

I wonder if the EPA goes to the American corporations that manu-
facture pesticides and sells them abroad and makes a good profit.
I would assume there are probably three, four, or five multinationals.
I suppose companies like Upjohn would be involved.

Do you work with the companies and urge them to follow some
type of ethical or medical standards?

Ms. Buoa. Yes—informally.

Mr, Drixax. Tell us about that.

Do they have any professional standards? T assume that they are
iust as self-righteous as the members of this subcommittee. and they
don’t want to hurt people abroad.

What do you mean by informally ?

Ms. Brua. We have had conversation with almost all of the manu-
facturers about our feeling abont exportation of chemicals.

Mr. Drixax. Have any of them been “born again™?

Ms. Bruar. They all elaim to be ; yes.

Mr. Drixan. But the pesticides go up in volume.

Ms. Brua. I ean’t pass any judgment on this.

Mr. DriNax. T see a lot of representatives of pesticide corporations
out there wearing $400 snits. and they are very concerned that we don’t
make them bad guys.
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What do you say to these informal gatherings? i

Ms. Bruar. I think, in general, no pesticide manufacturer or chemi-
cal manufacturer wants to be responsible for any kind of a mass
poisoning or mass cancer

Mr. Drivax. That is consoling to hear.

So what do they say after you tell them about the dire consequences ¢

Ms. Brua. They are generally agreeable. There have been some
voluntary withdrawals of chemicals from the market and also from
export on the part of the manufacturers.

Mr. Drixa~. On page 9, you say something that T have trouble with:
“We do not feel that we should attempt to impose our pesticide deci-
sions on foreign governments.”

I am certain that the pesticide companies will take that and say:
That is our philosophy as long as we warn them or notify them.

But why can’t yon have more informal gatherings with these people
and urge them to follow a higher standard—the standard that 1s fol-
lowed by American law ?

Ms. Brua. We have enough fights with them over following our
law.

There are enough problems there that we certainly do pursue this,
but it is not in any kind of a formalized way.

Mr. Drivax. Would you need any further statutory power to bring
about consulting and that type of thing?

Ms. Broar. Yes: we need statutory power to bring about any kind
of mandatory consulting.

If we do mandatory consulting, I might say at this point that we
would also need a few more people to help us out.

Mr. Drixan. Why don’t you publish a list of the companies that
export pesticides? What ave the companies? What are three or four
of the major companies?

Ms. Bruar. There are about 20 major companies,

Mr. Drivan. Why don’t you name them? We ought to know who
they are.

And if they have been recalcitrant and they have not submitted and
taken up the recommendation of the highest U.S. official agency, and
they continue to export things which on the record are known to be
deleterious to human beings. why shouldn’t we have their names?

Ms. Bruy. We would be happy to provide the names for you.

[ The material referred to may be found on p. 191.]

Mr. Drixaw. I think it would be very helpful. T would like to talk
to some of these gentlemen.

If the new FIFRA bill passes, will that satisfy most of the difficul-
ties that we have come across in these hearings?

Ms. Buuar. Yes: I think so. '

Mr. Drixan. Are there any recommendations that you will be mak-
ing to Mrs. Peterson’s task force that are not included in the new
FIFRA bill?

Ms. Brua. Let me let Alice Popkin address that, because she has
been working very closely with the committee. Although they have
had only one meeting, there has been a tremendous amount of staff
work that has gone on, on the part of our staff in providing informa-
tion to hers.

Ms. Popxin. Our basic position with Mrs. Peterson’s committee is
that contained in the FIFR.A amendments.
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Mr. Drivan. Therefore, your answer is no. That you are satisfied
with what is in the FIFRA amendments.

Ms. PorriN, Yes.

Mr. Drivan. So you have no higher standards than those proposed
by this Congress that may or may not be watered down ?

Ms. Porrin. With the one exception that the change in the Toxic
Substances Control Act that applies a clear standard for

Mr. Drixan. Why even have the task force? TIs the administration
playing games with ns?

She came here yesterday—a very fine lady—and said: We are all
thinking together. But they have nothing to offer that has not already
been offered in the FTIFRA bill.

Ms. Porkr~. The task force has a much broader perspective on what
needs to be accomplished and is seeing if we can harmonize all laws
relating to exports of hazardous substances.

Mr. Drivax. But the EPA has nothine to offer to that task force.
except what they have already offered in the FIFRA bill.

Ms. Popgiw. In terms of legislation.

Mr. Drinawn. Thank you. My time has expired.

Mr. RosenTHAL. Congressman Levitas?

Mr. Levrras. Thank you, Mr, Chairman.

Ms. Blum, it has been acknowledged that there were undue and
improper delays in official notification to foreign governments in the
Kepone matter, and there was one other that you referred to.

But it was not clear in your answer as to why there were such
delays.

Ms. Bruar. T think that we cannot finger any one agency or any one
division.

I think there were delays on the part of the Environmental Pro-
tection Agency in getting the information to the State Department
in a timely manner.

Once having gotten it to the State Department, the procedure over
there is a little vacue. We give it to the Office of Environment via a
mailgram or a cable. They then disperse that cable to their various
missions around the world.

That is the procedure; but although that part of it is clear, the
timing is not very clear.

We are presently negotiating and having rather constant meetings
with the State Department to clarify this so that we can make sure
that these notification provisions get to them in a timely way, and
that having once arrived at the State Department are sent out in a
timely way.

The third problem we have had is the one that T mentioned earlier
when T used Nigeria as an example.

Once our embassies locate the responsible official, the problem is
whether that official is somebody who has the time and the knowledge
to be able to comprehend what we are giving them.

Mr. Levrras. Is the responsibility for notification to the foreign
government the responsibility of the State Department ?

Ms. Bruom. Yes, sir, under section 17 (b).

Mr. Leviras. What T don’t understand is that in December of 1977.
EPA made a regulatory decision. Why would it take until May to get
that information over to the State Department. and why would it take
them another period of time to get that information out?
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The State Department may be 2 miles away from EPA. Even given
the difficulties of the U.S. Postal Service. it should not take that long.

Ms. Brua. I would have to say, in all honesty, that it goes back
te our overall resource problems.

We have ben trying to regulate pesticides and get the Toxic Sub-
stances Control Act off the ground with very inadequate and very
limited resources.

Although we are adding to our staff now, those resources are still
going to be in very short supply.

Mr. Levrras. It just seems to me that the problem of setting up a
toxic substances program is very complex. But to send a letter or
pick up the telephone and call the State Department and say, we have
just. done this and now you need to notify your people. is very simple.
[ think that could be remedied without a great deal of regulatory or
bureaucratic overburden.

Ms. Brua. The information that we provide the State Department
is rather complex and complicated. It takes a good deal of time to put
together.

Mr. Levrras. Who is the responsible official at the State Depart-
ment ? Or who was in December of 1977 ¢

Ms. Brua. That would have been Patsy Mink, who at that time
was Assistant Secretary of that division.

Mr. Levrras. Your regulatory determination on Kepone, for ex-
ample, is that made in the form of a notice published in the Federal
Register?

Ms. Broa. Yes.

Mr. Levrras. Is it your belief that the State Department has avail-
able to it copies of the Federal Register?

Ms. Brua. Yes.

Mr. Leviras. Again, that leads me to the conclusion that if they
are reading the Federal Register—and I hope they do—and you are
making a decision in December, why is there such a problem in getting
that information into their minds and out to whoever it should go?

Ms. Brow. You are absolutely right. It is a problem that both the
State Department and we share, which 1 acknowledge. This is why
we must work more closely with the State Department to see why these
procedures are not working. Some of them should be automatic.

Mr. Leviras. T would also assume that most of the embassies in
Washington also subseribe to the Federal Register and have environ-
mental attachés who work with the State Department on occasion.

Ms. Bruar Yes, sir: they do.

Mr. Levrras. Let me just ask one specific question, along the lines
of my distinguished and learned chairman, about foreign countries
which use certain substances which are prohibited in this country.

I have read in the press about the use by the Mexican Government
of a substance called paraquat. What is paraquat ?

Ms. Bruat. Paraquate is a herbicide that is a defoliant that has been
used to spray on the marijuana erop.

Myr. Lievrras. Is that permitted to be used in this country ?

Ms. Bruwm. No.,

Excuse me, Mr. Wayland says that it is.

Mr. Wavraxn. There are a number of registered uses of paraquat
in the United States, including as a dessicant on sugarcane for Puerto
Rico and Hawaii,
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Mr. Levrras. Was there any cooperation between our Government
and the Mexican Government in the use of this herbicide ?

Mr. Wayrano. There absolutely was. I don’t know that EPA was
involved—it not being our mission to keep people from smoking
marijuana—but certainly other elements of the Government co-
operated very closely with Mexican officials in their program for con-
trolling the fields.

Mr. Levitas. T recognize the fact that marijuana is not a legal sub-
stance in all places in the United States, but T think it would be fair
to say that a substantial amount of that material is used and brought
into the United States illegally.

Our participation in the project, which would bring a great deal of
this dangerous material, seems one that would also eall upon the En-
vironmental Protection Agency to express its views.

Ms. Bum. We have been working with Peter Bourne at the White
House on this very closely. T have had several conversations myself
with Peter and much correspondence has gone on, looking for a sub-
stitute for paraquat.

Mr. Levrras. Thank you, Mr. Chairman.

Mr. RoseNTHAL. Thank you very, very much.

The matters that we requested from you, you will presumably sub-
mit forthwith ¢

Ms. Bruwm, Yes.

Mr. RosenTHAL. Thank you.

[Ms. Blum’s prepared statement follows :]
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PREPARED STATEMENT OF BARBARA BLUM, DEPUTY ADMINISTRATOR, ENVIRONMENTAL
PROTECTION AGENCY

I appreciate the opportunity to be here this morming,
Mr. Chairman, to discuss the role of the Environmental

Protection Agency regarding the export of chemical substances

banned by EPA for use in the United States. As you know,

several months ago EPA responded to a number of questions
concerning our policy regarding export of banned chemical
substances, and I request that this correspondence be
included as part of the hearing record.

The primary statute under which pesticides are regulated
is the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA), which requires that pesticides be registered with
EPA before they are marketed and used in this country.
Registration is dependent upon the Agency's finding that a
product can perform its intended fumctionm without "unreasonable
adverse effects on the environment,” defined as "...any
unreasonable risk to man or the environment taking into
account the economic, social, and environmental costs and

benefits of the use of any pesticide."” This statutory

32=427 O = 78 = 12




standard, which requires a balancing of risks and benefits,
is our primary guide in regulating pesticides. Likewise,

the Administrator of EPA is authorized under FIFRA to
initiate administrative proceedings to cancel or, in cases of
more immediate hazard, suspend product registrations if he
finds that the product poses the risk of "unreasonable
adverse effects" to man or the environment.

To date EPA has cancelled or suspended for reasons of
human health or environmental safety 15 pesticide active
ingredients or groups of active ingredients. Five of these
products are exported to varying extenmts.

Under FIFRA, pesticides produced in the United States
sclely for export are exempt from the requirement for
registration. Export producers are, however, subject to
provisions of FIFRA relating to maintenance of books and
records, and registration and inspection of production

establishments. EPA does not require export producers to

provide information Eoncerning export products, but we have-

discussed arrangements for obtaining this information with

the subcommittee staff.
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While FIFRA does not provide for regulating the export
of pesticides, Section 17(b) requires notification of
foreign governments and appropriate international organi-
zations through the State Department when final action to
cancel or suspend a pesticide has been taken. EPA has
developed certain criteria for determining which suspension
or cancellation actions will be transmitted to the govern-
ments of other countries and international agencies. Under
these criteria, notification will be made of any cancellation
or suspension action which has become effective and which
is determined to have "national or international significance."
Such significance may be due, among other things, to the fact
that all, or a vast majority, of uses of a pesticide have
been cancelled, that the action involves issuance of a
policy applicable to the entire pesticide industry, or that
the decision may have widespread health, environmental,
economic, or political implications. Determinations are
made on a case-by-case basis; notification of every cancella-
tion action would not serve the purpose of the Act, since

cancellations may be initiated for reasons other than to

protect against a general endangerment-to health or the

environment. For example, an individual product may be
cancelled due to the manufacturer's voluntary withdrawal
from the market, which would not affect other registrations

of products containing the same active ingredient.




Recently the General Accounting Office suggested that
EPA does not always notify the State Department of cancella-
tion actions which fit the criteria of "national and
international significance" and therefore merit notifi-
cation. The GAO also found that the information provided
to the State Department had not reached "cognizant foreign
officials.”

It is our view that foreign governments have been
advised of the major pesticide decisions made on the basis
of concern for human health. In fact, we have gone beyond

the "letter of the law" and informed other nations, through

the State Department, of actions other than cancellations

and suspensions which were felt to be of interest to other
countries and which were, in ocur opinion, within the spiritc
of Section 17(b). For example, notices were transmitted to
the State Department when tolerances for leptophos were
revoked, and other countries have been notified of the
registrations of certain new pesticide active ingredients.
We do, however, agree with GAO that the system of notifica-
tion of foreign governments and appropriate intermational
agencies of final pesticide cancellations and suspensions
can be improved.

EPA 1is re-evaluating its notification procedures in
light of the GAO report and in anticipation of enactment

of amendments to FIFRA which would modify the notification




procedures in current law and augment them with provisions

for export product labeling. I will discuss these amendments

in some detail later in my testimony. We are also partici-

pating in the Ad Hoc Working Group on Hazardous Substances
Export Policy, which is concerned with the evaluation of
export policy from a Federal government-wide standpoint, and
the exploration of opportunities for improvement, about which
your Subcommittee heard testimony yesterday from

Esther Peterson.

The reassessment of our current notification process
will include consideration of procedures necessary to assure
that the notification process is initiated by EPA when
appropriate, and that notices are transmitted from EPA to
the State Department in a timely fashion. Further, we will
be discussing with the State Department methods of ensuring
that notices are received by the foreign officials to whom
they are directed. Initial discussions with the State
Department indicate that one major reason that notifications
may not reach "cognizant foreign officials" is that many
nations do not have ministeries comparable to EPA charged
with responsibility for overseeing the environmental and
health consequences of pesticide use. Hence, regardless of
procedures developed for notification of foreign governments,
there may not always be am "appropriate official” to receive

the notification. And even when other governments are




notified of cancellation or suspension of a pesticide in
the U.S., purchasers of the export product may not be aware
of U.S. regulatory action taken, and the basis for that action.

Among those countries that do actively regulate pesticides

there are varying degrees of interest in U.S. regulatory action

to ban pesticide products. A 1978 Natiomal Academy of
Sciences survey of 23 foreign nations elicited a spectrum of
respondents' interest from "none" to "very interested". For
example, Canadian and Mexican authorities indicated that any
action by the United States to restrict or ban a pesticide
receives immediate attention and scrutiny. On the other
hand, countries such as India reported that EPA decisions
have little or no impact on their regulatory policies.

The United States participates in a number of inter-
national organizations whose goal is the promotion of
uniform chemical regulation and discussion of common regula-
tory issues. The Organization for Economic Cooperation and
Development (OECD) has two chemical working groups, and a
member country taking regulatory actions on chemicals is
expected to notify other member nations as well as the OECD.
The United Nations Food and Agricultural Organization and
World Health Organization have several activities relating

to the regulation of pesticides and pesticide residues on
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agricultural commodities. Through multilateral and
bilateral agreements, EPA maintains close contact with
a8 number of countries concerned about pesticide regula-
tion and eager to exchange informatiom.

Both ‘houses of Congress have passed bills which
contain provisions for tighter control of pesticides
intended for export. Since both bills contain similar
controls, we can anticipate that the final legislation will
adopt these new proposals.

Both the Senate and House bills, S. 1678 and H.R. 8681
respectively, would impose on export products current EPA
statutory labeling and misbranding requirements in addition
to the requirements for registration of pesticide producing
establishments and maintenance of books and records. Both
bills would further require all pesticides that are not
registered, including those whose approval had been denied
or revoked by EPA, to be prominently marked "Not Registered
for Use in the United States of America." H.R. B681 further
requires the purchaser of an unregistered pesticide to sign
a statement acknowledging that he is aware that the pesticide
is not registered in the U.S., and a copy of the statement

must be submitted to an "appropriate official" of the

importing country. TIn addition, EPA is directed to provide,
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upon request of a foreign government, all information
related to a cancellation or suspension action, and informa-
tion on alternatives to the banned product.

EPA generally supports these revisions of the pesticide
law. The amendments to FIFRA are currently in Conference
Committee, and we hope that a conference bill will result
in the near future.

We do not doubt that the health of Americans and the
quality of our environment cam be affected by the toxie
chemical and pesticide regulatory decisions reached by
foreign governments. We have a means to protect the American
pecple from the reimportation of cancelled pesticides in the
form of residues on imported agricultural commodities:

Under the Federal Food, Drug, and Cosmetic Act (FFDCA),
EPA is responsible for establishing tolerances, or the legal
limits of pesticide residues which may safely remainm in or
on raw agricultural commodities, processed food, or feed.

All produce marketed in the United States, whether of

domestic or foreign origin, must meet tolerance requirements

under the FFDCA. Tolerances are generally established at
the level of pesticide residues expected to occur from a
particular use pattern, i.e., rate and frequency of
application, so long as that level does not exceed the

limits of reasonable risk to health determined by animal
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feeding studies. The necessity of meeting tolerance
requirements, thus, in many cases indirectly imposes
limitations on what pesticides can be used and how
pesticides cam be used on commodities to be marketed
in the United States.

Our policy of communicating our pesticide regulatory
decisions to other countries is a more direct way to
influence the decisions of other nations to reduce exposure
of American citizens to banned chemical pesticides.

To the extent we cam also provide information about the
inherent risk characteristics of pesticide chemicals, we
may aid foreign governments to make better informed
decisions.

However, we do not feel we should attempt to impose
our pesticide decisions on foreign governments. We base

our decisions on the risks and benefits of domestic use of

a pesticide which may not fit the risk/benefit balancing in

another country. Actual use practices, crops, pests, and
disease vectors, are quite different in many parts of

the world from the U.S, and risk and benefits of pesticide
use can therefore vary widely from nation to nation. Other
countries must have the opportunity to reach their own
risk/benefit conclusions with regard to specific substances,

whether or not they are banned in the U.S.
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Thus, EPA's position is that foreign governments
should be notified about the hazards of products they
import. They should have an opportunity to refuse imports
which they deem on the basis of their own risk/benefit
assessments to be unduly hazardous. EPA supports export
product labeling which would directly advise importers
and import control officials of the U.S. regulatory status
and hazards associated with the product being imported.
The best way to promote unanimity on toxie chemical
regulation is to provide our best information to other
nations, in order that they can make fully informed
regulatory decisions.

That concludes my prepared statement, Mr. Chairman.

I will be pleased to answer any questions you may have.
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[Ms. Blum’'s submissions for the record follow :]

)
(\?mg UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
-n"! WASHINGTON, D.C. 20480

NOV 8 1977

THE ADMINISTRATOR

Honorable Benjamin S. Rosenthal - RECEI\/EL

Chairman, Subcommittee on Commerce, v 1 019??
Consumer, & Monetary Affairs § :
Committee on Government Operations ke 1y P S A

U. S. House of Representatives T e e
Washington, D. C. 20515

Dear Mr. Chairman:

Thank you for your letter of September 29, 1977,
requesting information about the Agency's policy toward
export of chemical substances which may be banned pursuant
to the Toxic Substances Control Act (TSCA). An interim
response to the guestions you raised was provided to
Ms. Jean Perwin by telephone on October 7, since delay in
receiving your letter prevented a full written response by
October 11, as you requested.

In response to your first question, beéfore TSCA was
enacted in 1976, the only statute which authorized EPA to
remove or suspend products from the U.S5. market was the
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA).
With regard to exports, section 17(a) of FIFRA states that
"...no pesticide or device shall be deemed in violation of
this Act when intended solely for export to any foreign
country and prepared or packed according to the specification
or directions of the foreign purchaser....®” EPA is required
under section 17(b) to notify foreign governments and inter-
national organizations (through State Department channels)
of final cancellation or suspension of the registration of a
pesticide. The export policy mandated by FIFRA reflects the
fact that the U.S. cannot impose its domestic pesticides
policy upon other countries which, in any case, will make
their own policy decisions regarding the use of hazardous
pesticides in the light of their own cost/benefit analyses.
We are, of course, aware of the international environmental
impact of the spread of certain pesticides through the
world's ecosystem. EPA does inform foreign governments and
concerned international organizations whenever a registration,
cancellation, or suspension of a pesticide occurs. As you
may know, several amendments to FIFRA have been proposed which
would require that additional measures be taken--such as
labelling--with regard to exports of pesticides banned on
the U.S. market.
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Pesticides which have been cancelled to date include
DDT, aldrin and dieldrin, some mercury pesticides, and
certain predator poisons. Chlordane and heptachlor have
been suspended. Foreign governments have been informed of
these actions. Of these pesticides, only DDT is now being
exported in significant quantities.

In response to your second guestion, no final action
has yet been taken under TSCA involving the export of chemical
substances since none have yet been banned in the U.S.
However, we expect to take such measures in the future with
regard to two categories of chemicals--PCBs and chlorofluoro-
carbons--under TSCA. This Agency has proposed regulations
which would phase out over an l18-month period the manufacture,
processing and distribution in commerce of nonessential
aerosol propellant uses of chlorofluorocarbons covered
under TSCA. These regulations are intended to reduce the
emissions of these substances to the atmosphere, thereby
reducing the health and environmental risks caused by
depletion of the ozone layer. These regulations contain a
finding under section 12(a) (2) that they present "...an
unreasonable risk of injury to health within the United
States or to the environment of the United States;" thus
exports of such chlorofluorocarbons would be subject to the
same regulations which apply to those produced for domestic
use.

We expect to propose regulations soon which will also
phase out the manufacture, processing and distribution in
commerce of PCBs and articles containing PCBs. The
regulations would subject export of those substances to
the section 6(e) ban on PCB production and use. I have
enclosed a copy of the chlorofluorocarbons regulations and
will see that you receive a copy of the PCB regulations as
soon as they are proposed.

Regarding your third question, TSCA does not require
regulations to implement section 12. However, we may
publish guidance or interpretive rules to clarify the
relationship between section 12 and rules affecting specific
chemicals which may be issued pursuant to other sections
of the Act (e.g., sections 4, 5, and 6).

In answer to your final gquestion, EPA's policy with
regard to the export of toxic substances will apply only
to chemical substances, as defined in TSCA. We have no
legislative authority to apply regulations promulgated under
TSCA to exports of products requlated under other statutes
enforced by this Agency.
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I hope you find the information I have provided useful.
Please do not hesitate to let me know if I can be of further
assistance.

DoWglas M. Costle

inderely




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON. D.C. 20460

8 MAR 1978

RECEIVED
Honorable Benjamin S. Rosenthal

Chairman, Commerce, Consumer, and MAR 1 01978

Monetary Affairs Subcommittee .1 AdD
Committee on Government Operations Ul b e COMNITTEE
House of Representatives POIEARY  RFEMIRS: &
Washington, D.C. 20515

Dear Mr. Chairman:

Thank you for your letter of February 21, 1978, concerning EPA's
policy regarding exports of banned chemical substances, including
pesticides. You requested certain information, which it is my
pleasure to provide you and your subcommittee. For your conven-
ience the information is presented according to the format of your
request.

1. Under Section 17(b) of the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), EPA is required to notify foreign
governments of final cancellation or suspension of the regis-
tration of a pesticide.

EPA has developed certain criteria for determining which

suspension and cancellation actions will be transmitted to the
governments of other countries and appropriate international
agencies in accordance with the intent of Section 17(b). Under
these criteria, foreign governments and international organizations
expressing interest will be notified of any cancellation or suspension
action which has become effective and which is determined to have
national or international significance. Determinations are made on
a case-by-case basis. Criteria used to determine "national or
international significance" are listed on page 2, enclosure 2,

and full discussion of provisions for notification of foreign
governments appears in the Section 17(b) regulations (enclosure 1).

a. Please describe the precise State Department channels used
for notification. 3
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When a cancellation or suspension action meeting the criteria

for transmittal to foreign governments occurs, a notice is prepared
by EPA including information on why the pesticide was cancelled or
suspended, which uses are affected, and other terms of the regu-
latory action. The notice is drafted in the form of an airgram,
according to State Department format, and sent to the Bureau of
Oceans and International Environmental and Scientific Affairs of
State for transmittal to all diplomatic posts and U.S. AID missions.
Each diplomatic post is responsible for ensuring that information on
the banned chemical is communicated to the appropriate organization
in the host country.

b. Please list all cases in which EPA has asked the State
Department to notify foreign governments.

EPA has notified foreign governments of cancellation or
suspension actions on the following pesticide chemicals:

DoT

Aldrin and Dieldrin

Yinyl Chloride

Mirex

Mercurial Compounds

Predator Poisons (Sodium Fluoroacetate (1080), Strychnine,
and Sodium Cyanide)

2,4,5-Trichlorophenoxyacetic acid

Benzene Hexachloride

In addition, notification was made of the revocation of the 1eptophos
tolerances. While revocation of a tolerance does not come within

the wording of 17(b), it was felt that this action was within the
spirit of the section, and that there was sufficient worldwide
interest in leptophos to warrant notice. Further, notification

has been made on certain registration actions on new active ingredients
or changed use patterns. Copies of all notifications are enclosed

for the subcommittee's persual.

(Enclosures 2-5)

c. Please provide copies of all correspondence with the
State Department regarding the export of banned substances.

For the most part this correspondence consists of the airgrams

and attachments provided in response to item 1(b). Copies of
responses and requests from foreign governments transmitted through
diplomatic posts to the State Department are received by EPA, and
copies of these documents are enclosed for the subcommittee's
convenience.
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2. Please pfovide copies of the proposed amendments to
F!FRA which would require additional measures to be taken
with regard to exports of pesticides.

Copies of both the Senate (S.1678) and House (H.R.8681) amend-
ments, enacted on July 29, 1977 and October 31, 1977, respectively,
affecting export of pesticides are included in enclosure 6.

A Conference Committee is expected to convene in the next several
weeks . :

3. Please provide the subcommittee with a complete list of
all substances (pesticides, chemicals, etc.) which have
been banned or which may be banned by EPA.

Enclosed is a copy of the EPA publication, "Cancelled and
Suspended Pesticides," which details specific regulatory actions
taken under FIFRA through May 1977. In addition, I am enclosing

a fact sheet describing the rebuttable presumption against regis-
tration (RPAR) process, which may lead to cancellation proceedings,
and a status report dated February 15, 1978, detailing chemicals
under RPAR review, chemicals which are candidates for RPAR review,
voluntary cancellations, and notices of intent to cancel and their
dates of publication (enclosure 7).

Thus far, EPA has issued no final rules prohibiting or limiting
the manufacture or use of chemicals under the Toxic Substances
Control Act (TSCA). Within the next several days, however, I
expect to sign final rules phasing out the manufacture, processing,
and distribution of chlorofluorocarbons (CFCs) for non-essential
aerosol uses. These rules will include a ban on processing of
CFCs for export; thus, after December 15, 1978, it will be un-
lawful to place CFCs into non-essential aerosol products being
made either for domestic use or export. I should note that

this rule will not impose a total ban on CFC exports. CFCs

are used, both here and abroad, for many non-aerosol purposes,
primarily as a refrigerant, foam-blowing agent, and solvent.
Approximately 90 percent of U.S. exports of CFCs are used for
these purposes. CFCs manufactured and packaged for these purposes
are indistinguishable from CFCs intended for aerosol use. EPA

is examining the question of whether regulatory action should

be taken with respect to these non-aerosol uses. Based on these
factors, EPA has determined that it is neither practical nor
equitable to impose a total ban on CFC exports at this time.

If and when regulatory action is taken with respect to non-aerosol
uses, the question of how to deal with exports for such uses will
be addressed. In the meantime, by making it unlawful to place
CFCs into non-essential aerosol products for export, the Agency
has ensured that the U.S. will not be a source of products which
could cause harm to public health and welfare on a global scale.
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As soon as the Agency's rules on non-essential aerosol uses

are issued, EPA will inform foreign governments by contacting Embassies
in Washington, and by requesting the State Department to transmit
the regulations to all diplomatic posts and AID missions, who will
make them available to their host governments. EPA will also provide
copies of the regulations to countries which are members of the
Chemicals Group of the Organization for Economic Cooperation

and Development (OECD) and to the Secretariat of that group.
(Procedures for information exchange between member countries of

the OECD are detailed in enclosure 8. 1 am the designated U.S.
contact of the OECD. This mechanism has been used in the past

for notification of regulatory action taken on pesticide chemicals.)

Further, requlations which would phase-out the manufacture, processing
and distribution in commerce of polychlorinated biphenyls (PCB's)

will be proposed in the near future. As I noted in my last letter
these regulations would subject export of those substances to the
Section 6(e) ban on PCB production and use. (For your information,

I enclose a copy of the final regulations published in the Federal
Register on February 17, 1978, regarding the disposal and marking

of PCB's.) Notification of foreign governments of this action would
be accomplished in a manner similar to that of the chliorofluorocarbon
action.

On-going reviews of high-volume, high toxicity chemicals

will probably produce other candidates for regulation over the
next 6 to 9 months. It is impossible at this time, however, to
be more specific as to which chemicals might be banned as a
result of those investigations.

a. For each item banned, please indicate:

(1) a short statement of the reason for the ban;

See enclosure 9.

(2) a list of the largest manufacturers of the substance; and

(3) Nhéther or not EPA has any information regarding the
extent to which the substance is being exported and, if so,
please include what information is available.

Names of current U.S. manufacturers producing pesticides cancelled
in the U.S. solely for export and export production figures are
maintained in computer files. We would be glad to supply your
subcommittee with this information; however, the information must
be retrieved, and will be submitted as soon as possible. This
information, submitted to EPA pursuant to FIFRA Section 7(c),

32-43T 0 -T8 - 13
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is held to be confidential business information under the trade
secret provision (Section 10) of the Act. The Agency's regulations
on public disclosure specifically authorize release of such confiden-
tial information to a subcommittee of Congress upon written request
with a letter from the Agency stating that the data are entitled to
confidential treatment. Should the subcommittee wish to make any of
this information part of the public record, we would be happy to

work with your staff to appropriately consolidate or disguise the
information so as not to reveal the identity of individual producers
and their production figures.

1 hope that the information we have supplied will be of use in
the subcommittee's inquiry. If I may be of any further service,
please let me know.

Sincerely,
A

Y

Assistant Admipistrator
for Toxic Substances

Enclosures
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON. D.C. 20480

AUG 11 1978

OFFICE OF THE
ADMINISTRATOR

Honorable Benjamin S. Rosenthal

Chairman

Commerce, Consumer, and Monetary
Affairs Subcommittee

Committee on Government Operations

House of Representatives

Washington, D.C. 20515

Dear Mr. Chafrman:

When Deputy Administrator Barbara Blum testified before the
Commerce, Consumer, and Monetary Affairs Subcommittee on July 12, 1978,
concerning the export of chemical substances banned by EPA for use in
the United States, she promised to supply certain information for the
record. 1 would |ike to provide a portion of this information at this
time, and to outline steps we have taken to develop the remainder of
the information.

During the course of the hearing, you asked what foreign countries
currently use pesticides which are not permitted to be used in the
United States. The Agency does not collect data on pesticide use in
other countries, but we rely on figures compiled by international
organizations. The figures available to us do not include all countries
nor has data on all pesticides been collected. However, the Yearbook
of Production published by the Food and Agricultural Organization of
the United Nations does give usage figures for a number of countries
for several major pesticides which have been cancelled in the U.S.
Usage figures for DOT, Benzene Hexachloride (BHC), and aldrin/dieldrin
and related compounds for the countries reported generally indicate
a decrease from 1974 to 1975 in the number of countries using such
materials, and in those still using such compounds in 1975, a decrease
in usage volume. I have enclosed copies of charts from the 1976
Yearbook of-Production for your information.

In general terms, it is 1ikely that many countries use pesticides
which have been cancelled or are not registered for use in the u.s.,
al though not all those nations use such products for agricul tural
purposes. American consumers are protected from the “reintroduction”
of such pesticides in the form of residues on imported agricul tural
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commodities through the tolerance requirements under the Federal Food,
Drug, and Cosmetic Act as we explained in our testimony. Such tolerance
requirements are enforced at ports-of-entry by the Food and Drug
Administration (FDA). In this regard, the Subcommittee requested
statistics on actions taken by FDA on imported agricul tural commodities
which were found to have pesticide residues in excess of established
U.S. tolerances. We have requested that FDA provide such information,
and in particular, to indicate if there are specific import commodities
which are sampled more frequently, or on a regular basis due to past
problems with excessive residues of cancelled or unregistered pesticides.
We will be glad to provide this information to the Subcommitee when we
receive it.

A question was also raised concerning firms that produce pesticides
for export and why EPA does not publish a 1ist of these companies.
Until the Subcommittee suggested such a 1ist, no one had sought such
information, nor have we needed such a 1ist in carrying out our pesti-
cide regulatory responsibilities. A comprehensive 1ist of all exporters
would be very difficult to develop since EPA does not under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), register exported
pesticides, and thus has imposed no record keeping requirements on
registrants which could yield overall export information at the “push
of a button.”

Many, if not most, pesticides which are exported from the
United States are also marketed in domestic commerce. Products
which are marketed domestically must be registered with EPA, and
producers must report production volumes to the Agency. However,
no distinction is made when reporting production volumes between
products destined for the domestic market and those that will be
exported. In order to discriminate between domestic and export
products, EPA would have to survey every pesticide producing

establ ishment. The 1arge number of establ ishments (over 7,000)
woul d make this a task of enormous magnitude. Once compiled,
such a 1ist would have to be constantly updated as producers
entered and 1eft the export market.

In the case of cancelled and suspended products, only a
handful of the producers at the time of regulatory action have
remained in production for the international market. We have
provided the Subcommittee a 1ist of producers of cancelled or
suspended products for export. This 1ist was compiled by our
Regional offices by survey of the producers in their area. The
fact of cancellation or suspension makes the task considerably
easier because so few firms have remained in production, and are
more easily identified. As we have explained previously, pro-
duction figures and information produced by these companies is
considered to be trade secret information under section 10 of
FIFRA and entitled to confidential treatment by EPA.
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I believe, Mr. Chairman, that the amendments concerning pesticides
produced for export which were recently agreed to in Conference Committee
will go a long way to identify for other countries those products which
have not been approved for use in the United States. The requirements
that unregistered or cancelled pesticides be 1abeled “Not For Use in the
United States", and that foreign importers sign a statement acknowl edging
that a product is not approved for use in the U.S, will provide foreign
users the necessary information concerning the status of products imported
from the U.S. The provision that EPA provide information to countries
concerning the bases for cancellation and suspension actions, and advise
foreign officials of appropriate alternatives that we have identified
will further improve the ability of other countries to make their
own informed decisions on the use of products which are not approved
for use in the U.S.

Allow me to express Ms. Blum's appreciation for the opportunity to
present EPA's policy and views on the export of substances regul ated
by the Agency. You may expect further information from FDA in the
near future. If I may be of any further service, please let me know.

Sincerely yours,

Zji1é£:as~ 4Z'CKJUJJ*ﬂ—-

Charles S. Warren
Director
Office of Legislation

32-427T O -78 - 14
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DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
ROCKVILLE, MARYLAND 20857

AUG 31 1978

Honorable Benjamin Rosenthal
Chairman, Subcommittee on Commerce,

Consumer and Monetary Affairs
Committee on Government Operations
House of Representatives
Washington, D.C. 20515

Dear Mr. Rosenthal:

The Environmental Protection Agency (EPA) has advised us by letter

dated August 18, 1978 that during EPA's testimony before your Subcommittee
on July 12, 1978, the Subcommittee had several questions regarding the
possible reimportation of banned pesticides in the form of residues on
imported agricultural commodities. Because the Food and Drug Administration
(FDA) is responsible for determining whether imported foods comply with

EPA tolerances for pesticide residues, EPA requested that we respond

to the Subcommittee on this matter.

EPA's letter, which was sent to John Wessel, FDA's Office of Regulatory
Affairs, identified three main areas in which the Subcommittee is

seeking information. Mr. Wessel discussed these items with Ms. Jean Perwin
of your staff and she agreed that this is the type of information needed
by]ghe Subcommittee, These items, along with our responses, are as
follows:

1. Statistics on actions taken by FDA on imported products rejected
due to pesticide residues in excess of established tolerances.

Each year FDA samples and tests about 2,000 shipments of imported raw
agricultural commodities for pesticide residues. A statistical overview

of the results of this sampling activity for fiscal 1977 and fiscal 1978

(up to May 1978) is presented in the enclosed table (Enclosure I). The

table 1ists the number of samples and variety of commodities tested,

number of different pesticides detected, percent of violative samples,

and number of actions taken by FDA. These statistics are grouped accord-

ing to whether the food is of Mexican or other foreign country origin.

Mexico is listed separately because of the relatively large volume of

fresh produce it exports to the United States. As shown in the table,

during this 20-month period, FDA denied entry to a total of 211 shipments

of imported produce found to contain illegal pesticide residues. Most

of these actions were due to the fact that no EPA tolerances were established
for the pesticide residues present. It should also be noted that in addition
to detention of individual shipments of imported food, FDA has at times
closed ports of entry to all shipments of certain food commodities from

a particular country when it became evident that a specific residue problem




201

Page 2 - Honorable Benjamin Rosenthal

was continuing. For example, since 1973 FDA has closed the border on
seven different occasions to shipments of Mexican strawberries and peppers
because of illegal pesticide residues.

2. [Information on particular import commodities that are sampled
more frequently or on a regular basis due to past problems with
excessive residues. Are there any problems with a specific cancelled
pesticide or pesticides?

FDA's level of sampling and selection of import commodities take into
account various factors, including: data from U.S. Customs and the

U.S. Department of Agriculture on volume of import shipments; dietary
significance of the imported food; and past residue problems. Therefore,
based on these factors, some import commodities are sampled more frequently
than others. Particular emphasis is given to raw agricultural commodities,
dairy products (mainly cheeses), and fish.

FDA has not encountered any significant residue problems with imported
food for those pesticides that have been cancelled by EPA. This is
probably due to the fact that many countries have also discontinued food
uses of these pesticides. For example, the pesticide leptophos was widely
used in Mexico on a variety of food crops and as would be expected, FDA
frequently found residues of this pesticide on Mexican produce. However,
when EPA cancelled U.S. registrations of leptophos, Mexico immediately
followed suit. Since that time, we have not detected leptophos residues
in Mexican produce. It is also interesting to note that for the cancelled
pesticides DDT and dieldrin that while residues of these pesticides still
occur in some imported foods (attributable mainly to the presence of these
pesticides in the environment) the levels are comparable to or less than
those occurring in the domestically produced foods.

3. One of EPA's witnesses used BHC on cocoa beans as an example of a
cancelled pesticide applied to imported agricultural commodities.
Is it possible to get sampling statistics for cocoa and another
major import (e.g., coffee)?

In 1974 FDA encountered several residue problems with cocoa beans. One
problem involved the use of DDT for malaria control in Ecuador, which
resulted in the indirect contamination of cocoa. FDA detained a number

of shipments of this commodity because of the residue problem. FDA also
encountered BHC residues in cocoa beans imported from Ghana. However,
this problem took place before EPA cancelled BHC uses in the United States.
We are reviewing our files to obtain more current information on BHC
residues on cocoa beans. As soon as this review is completed, we will
forward the information to the Subcommittee.

In regard to coffee beans, FDA received reports in 1977 that banned
pesticides were being used on coffee beans in a number of South American
countries. As a result of these reports, we initiated a special survey
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to sample and examine this commodity from selected countries to determine
the nature and extent of pesticide residue contamination. The results

of this special survey are presented in the enclosed report (Enclosure I1I).
The special survey results show the presence of very low levels of banned
pesticides such as DDT, BHC, and dieldrin. However, there was no evidence
to indicate that any of these pesticides were being used directly in the
production of coffee beans. We concluded that these levels of pesticide
residues do not pose a hazard to the consumer. We will, however, continue
to spot check coffee beans imported into the United States for pesticide
residues.

If we can be of further assistance to the Subcommittee in this matter,
please do not hesitate to contact us.

Sincerely yours,

(] ; A

I Cake 0 C (Ml O
Robert C. Wetherell, Jr., Directo
Office of Legislative Services

2 Enclosures




ENCLOSURE 1

STATISTICS ON FDA SAMPLING

OF IMPORTED PRODUCE FOR FY 77 AND 78

Other
Foreign

Fiscal 1977 Mexico Countries
Samples Tested 1,258 708
Variety of Commodities Tested 26
Different Pesticides Detected 34
Violative Samples (percent)

- Above EPA Tolerance

- No Tolerance

Detentions or Seizures

Other
Foreign
Fiscal 1978 (To May 1978) ico Countries

Samples Tested 295
Variety of Commodities Tested 115
Different Pesticides Detected 33
Violative Samples (percent)

- Rbove EPA Tolerance

- No Tolerance

Detentions or Seizures




ENCLOSURE 11

FY 77/78 Pesticides in Imported Coffee Beans

(Division Aésignmen!) ]

Date Accopted January 25, 1978 By J. Paul Hile

U.S. DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
BUREAU OF FOODS
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COMPLIANCE PROGRAM EVALUATION
FY 77/78 Pesticides in Imported Coffee Beans (Division Assignment)

OBJECTIVE

To sample and examine imported coffee beans from selected countries to
determine the nature and extent of pesticide contamination.

BACKGROUND

Coffee is imported into the United States as green (unroasted) beans which are
sampled and analyzed as such by the Food and Drug Administration (FDA). Approx-
imately 2.75 billion pounds of coffee were imported into the U.S. during 1976. The
following ten countries, in order of prominence, accounted for about 75% of the
1976 coffee imports: Brazil, Colombia, Mexico, Ivory Coast, Indonesia, El
Salvador, Uganda, Angola, Ecuador, and Guatemala.

During 1977, the FDA received reports that pesticides such as chlordane, aldrin,
dieldrin, endrin, and heptachlor may be used on coffee beans in Colombia, Brazil,
Ecuador and other South American countries. There are no established tolerances
for any of these pesticides in or on coffee beans.

e Tolerance - A regulation established under Section 408 of the Food, Drug,
and Cosmetic Act by the Environmental Protection Agency (EPA) which sets
forth the maximum level of a particular pesticide that can legally be present
in or on a particular food.

During the period July 1974 through May 1977, the FDA examined a total of 19
samples of imported coffee beans from 12 countries. Attachment A shows
pesticide residues and levels found during this period. Ten of these samples
contained detectable levels of one or more of the following pesticide residues:
DDT, DDE, BHC, lindane, malathion, and diazinon. All residues detected were
below 0.1 ppm. Of these pesticides, only diazinon has an established tolerance (0.2
ppm).




PROGRAM DATA

Program Design

This Assignment directed each of the seven FDA Field Districts (New York, New
Orleans, San Francisco, Houston, Dallas, Orlando and Baltimore), which encompass
the principal ports of entry for coffee beans, to do the following:

1. Colleet 10 samples of imported coffee beans.
2. Complete sample collections no later than October 31, 1877.
3. Select samples from as many exporting countries as possible.

. Analyze the samples for pesticide residues using the multiresidue method for
organochlorine and organophosphorus residues (Pesticide Analytical Manual,
Vol. 1, 212.13b, with the additional 50% ethyl ether/petroleum ether elution
for complete recovery of malathion).

. Perform check analysis and confirmation for residues above tolerance levels
or for residues above trace levels for which no tolerance exists, and report
such findings to FDA Headquarters for review.

Data Summary

This Assignment resulted in the collection and analysis of 55 samples from 19
countries through 8 U.S. ports (Orlando District has 2 ports of entry). Some of the
Distriets did not have suffiecient import entries during this period to achieve the
expected total of 70 samples.

Attachment B shows the individual residue findings in the 55 samples collected
during this Assignment period of August, September and October, 1977. Twenty-
five of the samples (45%) contained one or more residues. A total of 45 residues
were detected, with 60% of these at trace levels. Pesticides in decreasing order of
detection frequency were; DDT, BHC, DDE, lindane, diazinon, malathion, dieldrin
and heptachlor. Highest individual levels were for the organophosphorus pesticides
malathion (0.2 ppm) and diazinon (0.13 ppm).

The same pesticide residues found prior to this Assignment (Attachment A) were
found during the conduet of the Assignment. In addition, dieldrin and heptachlor
were found onee each at trace levels in these data but were undetected in the
earlier period. In the earlier period 53% of the samples contained one or more
residues, and 47% of the residues detected were at trace levels.




Overall, findings in these two periods are similar and no trend appears to be
developing. The residues found during this Assignment are of pesticides which have
been used on a worldwide basis.

No attempt has been made to determine any statistical differences between
countries since the rates of sampling varied widely and the high frequency of traces
(barely detectable levels) would render such an attempt meaningless.

Significance of Pesticide Levels

Because of worldwide usage of pesticides, particularly those of the chlorinated
hydrocarbon elass, sueh as DDT and BHC, it is not unexpected to detect low levels
of these pesticides or their metabolites in almost all food classes grown in the U.S.
and elsewhere. Thus, finding trace levels or levels slightly exceeding trace levels
of DDT, DDE, BHC, lindane, heptachlor and dieldrin is not unexpected and may be
attributed to environmental factors rather than to purposeful applications.
Therefore, the FDA considers the presence of these pesticides in green coffee
beans as probably being unavoidable at the levels reported in this survey.

Diazinon and malathion belong to a class of pesticides known as organophosphorus,
which are characteristically more readily degraded than chlorinated hydrocarbons.
The two diazinon findings are well within the 0.2 ppm tolerance. The finding of 0.2
ppm malathion in one sample is not covered by a tolerance and may represent
purposeful application. However, the lot was allowed entry because of evidence
that there would be no detectable amount in coffee brewed from these beans.

The FDA performed experiments on a few research samples aimed at determining
the extent to whieh pesticide residues in green coffee beans survive the roasting
process. A major coffee firm cooperated by roasting the green coffee beans
through the commercial roasting process.

All pesticide residues found in the green beans were significantly lower after
roasting. Originally detectable BHC, lindane, and malathion residues were either
non-detectable or present as incalculably low traces after roasting. The total DDT
group appeared to have the highest survival rate; however, even in this case over
90% of the residue was removed by roasting. (The original level of about 0.09 ppm
declined to traces estimated at 0.008 ppm.)




It may further be expected that the transfer of residues to brewed coffee would be
incomplete. Such experiments were not performed; however, since levels in the
brew would have been so low as to be nondetectable even if all the pesticide
residues were extracted into the coffee liquid. This assumption is supported by the
lack of detectable pesticide residues in the beverage composites in FDA's ongoing
Total Diet Study which contain brewed coffee.

An accurate estimate of dietary intake of pesticides from coffee is not possible,
but an approximation of the magnitude can be obtained from the following
example.

Assume: 1. 4 cups of brewed coffee are eonsumed daily
50 g. roasted coffee required to make 4 cups of brew
All of the residue present in the roasted coffee transfers to the brew

0.09 ppm total DDT residue in the green coffee beans (highest in-
dividual survey sample)

5. 10% of the residue in the green beans survives the roasting process

DDT intake from 4 eups coffee per day = 50g x 0.09 ug x 0.10 = 0.45 ug

E 4
e ppm - parts per million or miero (10 G) gram per gram.

Thus, less than % ug of DDT residue is added to the total daily intake from this
example even if all the DDT residue were extracted from the brew. The average
total DDT intake for the U.S. adult from the entire diet is currently about 6 ug/day
(based on FDA's Total Diet Study). The acceptable daily intake for a 70 Kg man is
350 ug established by the World Health Organization/Food and Agricultural
Organization.

Based on the above review it is concluded that the current levels of pesticides in
imported coffee beans do not pose a hazard to the consumer.

Data Quality

The data used to evaluate this survey were obtained from analytical worksheets
submitted by the FDA Field Districts as directed by this Assignment. For the
purpose of this evaluation, the submitted data were satisfactory.

FINDINGS

L. The current levels of pesticides in imported coffee beans do not pose & hazard
to the eonsumer.




- Residues in imported coffee beans include low levels of the following pesticides
which have been or are being used on a world-wide basis: DDT compounds,
BHC, lindane, diazinon, malathion, dieldrin, and heptachlor.

Comparison of these findings with earlier findings from July 1974 - May 1977
does not show a trend in types, levels, and frequency of residues in imported
coffee beans.

ACTIONS

1. The FDA continues to monitor the levels of pesticides in the FY 78 Total Diet
Study, which includes brewed coffee, as a means of gauging dietary intakes of
pesticides from foods as consumed.

The FDA is monitoring pesticides in imported coffee beans under the FY 78
Import Foods - General Program.
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Requests for copies of this Compliance Program
Evaluation should be directed to:

The Assistant Commission=r for Professional
and Consumer Prograras (HFG-1)

Food & Drug Administration, Rm. 158-41

5600 Fishers Lane

Rockville, Maryland: 20857
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Mr. Rosextaarn. Our next witness is Ms. Susan King of the
Consumer Product Safety Commission.

We will take a brief recess before we hear from Ms. King.

[Recess taken.]

Mr. RosenTrAL. I apologize for being late, Ms. King. .

You have a prepared statement. and you may proceed as vou wish.

STATEMENT OF SUSAN B. KING, CHAIRMAN, CONSUMER PRODUCT
SAFETY COMMISSION; ACCOMPANIED BY MICHAEL A. BROWN,
EXECUTIVE DIRECTOR; AND ALAN C. SHAKIN, STAFF ATTORNEY

Ms. Kina. Thank you very much. Mr. Chairman.

For the record, I was designated Chair of the Consumer Product
Safety Commission on July 1, so I have been serving for a little over
a week in that capacity.

Mr. RosextraL. Congratulations.

Ms. King. Thank you.

I am accompanied here today by Michael Brown. to my right. who
is Executive Director of CPSC, and to my left by Alan Shakin of
the General Counsel’s staff.

It is a pleasure for us to appear before this subcommittee today on
behalf of my colleagues to discuss the issue of export of hazardous
consumer products and our experience with the issue, as well as to
advance some thoughts on dealing with future export problems.

I would note at this time that Commissioner Franklin intends to
submit her own views to the subcommittee separately.

[ See p. 229.]

Ms. Kine. The Consumer Product Safety Commission welcomes
these hearings.

Recent events concerning the export of Tris-treated children’s
sleepwear have highlighted an issue that the Commission and similar
agencies face regularly: Should products that the U.S. Government
deems too hazardous for American citizens be allowed to be shipped
abroad where they may still cause harm ?

Federal health and safety laws take a variety of approaches in
dealing with this question, and there is presently no Governmentwide
policy on the export issue,

We hope that these hearings will clarify some of the questions that
surround the complex issue of hazardous consumer product export.

This is an issue of vital importance, not only to consumers in foreign
countries but to American consumers as well.

With a possible future increase in exports of 17.8. consumer goods
and a possible acceleration of Government participation in consumer
nroduct safety, the export issue deserves greater public attention than
it has received to date.

The Consumer Product Safety Commission feels that it has been
on the cutting edge of this issue for some time, and has been working
to a degree in uncharted waters because there is no Governmentwide
agreement as to what export policies should exist.

In that context, we welcome guidance from the Congress as to what
the future Governmentwide policy should be.

You have asked that we respond to a number of specific questions.
I believe there were seven questions. '
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We will attempt to do so in the testimony, although not necessarily
in the same order in which you posed the questions.

Let me begin briefly by deseribing the export provisions in the laws
administered by CPSC. There are three statutes that deal directly with
the export question.

First, section 18 of the Consumer Product Safety Act states that any
consumer product that ean be shown to be produced or imported for
export, and is so labeled, is exempt from the provisions of the act
unless the produect is distributed in commerce for use in the Unite(i
States—15 U.S.C. 2067.

Second, under the Federal Hazardous Substances Act, certain prod-
ucts may be exported as long as they are packaged and labeled to the
specifications of the foreign purchaser and in accordance with foreign
law.

Under section 5 of the Federal Hazardous Substances Act, people
who export such products are exempt from penalties so long as they
have not sold or offered the products for sale in domestic commerce—
15 U.S.C. 1264 and 15 U.S.C. 1265.

Finally, under the Flammable Fabrics Act, certain products that are
intended for export are exempt from the requirements of the act.

The Federal Trade Commission, which formerly administered the
Flammable Fabrics Act, debated for years whether the FF A statutory
language permitted a product, once intended for domestic sale, to be
later eligible for exemption.

The Consumer Product Safety Commission, when it assumed juris-
diction over the Flammable Fabrics Act, denied the exemption to such
noncomplying products and generally prohibited their export—16
CFR 1602.2.

Recently, much attention has been focused on the export of Tris
produets, which we believe are banned under the Federal Hazardous
Substances Act.

On April 7, 1977, the Commission interpreted certain Tris-treated
products, including children’s sleepwear in sizes 0 to 14, to be banned
hazardous substances under the Federal Hazardous Substances Act.

Following requests by apparel manufacturers’ trade associations,
and following litigation with these associations, the Commission ex-
panded its statutory interpretation to include Tris-treated component
products.

A fabric mill later obtained an injunction in a separate lawsuit in
South Carolina against enforcement of the Commission’s interpreta-
tions.

Nevertheless, under the terms of an appellate decision, the Commis-
sion has filed numerous individual civil actions to enforce the pro-
visions of the Federal Hazardous Substances Act against those who
continued to sell Tris products.

On May 5, 1978, the Commission interpreted the Federal Hazardous
Substances Act as providing authority to prohibit export of Tris
products that have ever been sold or offered for sale in domestic com-
merce, and that are banned hazardous products.

The Commission’s action reversed its earlier interpretation of
October 20, 1977.

By its May 5 interpretation which, of course, was based on the
FHSA statnt.m‘}' language. the Commission took a decisive step to deal
with the problem of hazardous consumer product exports.
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The Commission believes that the United States has an obligation
to protect the citizens of other countries from the export of certain
hazardous products from this country.

Some products—for example, Tris-treated children’s sleepwear—
are so dangerous that the risks they pose transcend national boundaries,

An action to prohibit the export of hazardous products carries
with it the added benefit of helping to protect the U.S. consumer.

If U.S. manufacturers cannot sell to foreign countries produets that
subsequent to production have been ruled too hazardous for domestic
sale, industry has an incentive to produce safe products initially.

Further, prohibiting the export of hazardous products eliminates
the possibility of later reentry into this country.

In considering the question of hazardous consumer product export
generally, however, we caution that the case of Tris produets may not
be typical.

Although our May 5 decision provides an important precedent as to
how the Commission will interpret its authority to prohibit exports
in the future, it does not necessarily indicate how we intend to use our
discretionary authority in dealing with the export of other hazardous
products under other circumstances.

Within the Commission’s statutory framework, three principal fac-
tors must be weighed in making a determination regarding the export
of products deemed too hazardous for U.S. consumption.

First and foremost is the question of the degree of risk the product
presents to U.S. consumers through reimportation, and to foreign
consumers.

Second, close attention must be paid to the cultural and geographic
context in which the product will be used in the foreign country.

Differing patterns of product use may mean that U.S. product
safety requirements make less sense in a foreign context.

In the case of bicycle safety standards, for example, U.S. require-
ments for headlight beam reflectors very well may not be relevant
in a nation that has few cars.

Third, consideration must also be given to the economic conse-
quences of export restrictions. Such restrictions can affect not only
the economies of foreign nations but also U.S. domestic manufac-
turing output and competition, as well as our balance of payments.

Turning again to the Tris export decision and in response to your
first question concerning the extent of export of consumer products
banned under the Consumer Product Safety Act and Federal Haz-
ardous Substances Act, the Commission’s staff has taken several steps
to determine the extent of Tris exports and to insure compliance with
the May 5 decision.

In anticipation of the May 5 action, the CPSC staff conducted a
telephone survey and a number of inspections to determine whether
Tris-treated children’s garments were being exported and to gather
information on how much stock remained in the hands of
manufacturers.

The survey indicated that a total of 18 manufacturers exported,
or attempted to export, Tris-treated children’s sleepwear before the
May 5 decision. Four manufacturers may have exported the products.

A total of approximately 2.4 million garments were reported as
having been shipped abroad.
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To insure compliance with the May 5 decision, on June 14, 1978,
the Commission published in the Federal Register a statement of
policy explaining that May 5 decision.

Subsequently, the Commission sent the Federal Register notice to
99 manufacturers, all known to have had stocks of Tris products
on or after April 8, 1977, to inform them of the export decision.

At the same time, the Commission sent the manufacturers special
orders, as provided by section 27(b) (1) of the Consumer Product
Safety Act.

Attached is a copy of the special order, the Federal Register notice,
and a cover letter, as it was sent to these 99 manufacturers.

The special orders, which are similar to subpenas, require the manu-
facturers to submit detailed information about their present stocks
of Tris produects.

They also require manufacturers to provide the Commission with
15-day prior notification of any future disposition of the products.

Responses to the special orders are due July 17, 1978. Manufacturers
who fail to respond face possible penalties of up to $2,000 for each
violation.

The special orders should give the Commission an accurate account-
ing of remaining Tris stock and should allow the Commission to use
its enforcement resources as efficiently as possible in monitoring the
future disposition of the stock.

Based on the information obtained through the special orders, the
staff will conduct surveillance spot checks of companies holding Tris
products. The staff will also continue to follow up complaints received
from industry or other sources regarding possible export activities.

As for other products the Commission has banned under the Fed-
eral Hazardous Substances Act, the Commission know of no exports
of noncomplying FHSA products since the May 5 decision.

Prior to that decision, the CPSC staff followed the Commission’s
earlier interpretation of the FHSA permitting export of noncomply-
ing products. Thus the staff took no legal steps to preclude export of
noncomplying products and did not collect data on the export of
banned Federal Hazardous Substances Act produets.

As for products banned under the Consumer Product Safety Act.
prior to the May 5 decision, the staff regarded the Consumer Product
Safety Act’s export provisions as having the same practical effect as
the Federal Hazardous Substances Act export provisions and thus
was not involved in efforts to prevent export.

Additionally, bans under the Consumer Product Safety Act have
rr}:'}t' resulted in the same kinds of problems as we encountered with

ris.

The snbcommittee has asked whether we are considering ban-and-
repurchase actions under the Federal Hazardous Substances Aect that
would result in the export of significant quantities of banned products.
We are not now considering any such action.

You have asked what is the current Commission view with regard
to an export policy for the Consumer Product Safety Clommission.

Although we have not yet developed a comprehensive export policy,
the Commission’s May 5 decision on Tris indicates how we are likely
to approach the export issue in the fnture.
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Further, the staff is currently reviewing another case that will
require the Commission to consider procedures regarding the export
of products subject to the Federal Hazardous Substances Act or the
Consumer Product Safety Act.

The case involves children’s toy banks subject to FHSA lead-ir
paint regulations.

The importer is presently holding banks that were recalled or never
distributed, and he has requested permission to export the products.

The staff is currently preparing a briefing package for the Com-
missioners on this case. \ '

You asked whether the Flammable Fabrics Act export policy has
proven effective.

_ The Commission cannot fully assess the policy’s effectiveness at this
time,

The Commission learns of noncomplying exports through our field
offices’ surveillance efforts and through reports of defective products
in accordance with section 15(b) of the Consumer Product Safety
Act.

Firms are not required to report their intentions to export non-
complying products, and the Commission’s limited resources do not
allow us to fully monitor the export activities of the large and diverse
fabries industry.

Despite what we acknowledge to be the limited amount of informa-
tion available, there are two instances that provide at least some indi-
cation of the policy’s effectiveness.

The first case involved the importation of noncomplying general
wearing apparel in which the importer reported the matter to the
Commission under section 15 (b).

The staff informally advised the importer that the Flammable Fab-
rics Act export policy prohibits export of noncomplying coods. The
importer has not disposed of the goods, and the case is still pending.

Second, the Commission’s FFA export policy is presently the sub-
ject of litigation in the 10.S. District Court for the Northern District
of Georgia.

The Commission is seeking civil penalties against a carpet manu-
facturer for violating a cease-and-desist order. The case is based in
part on an allegation of exportation of noncomplying carpet.

The company has raised os a defense the illegality and inapplica-
bility of the Commission’s export policy. This issue may be resolved in
the course of that litigation.

You have asked us whether the State Department has been helpful
in notifving foreien governments of relevant CPSC actions.

The State Department has been helpful whenever contacted by the
Commission for assistance.

For example, in August of 1977, at the Commission’s request, the
State Department forwarded information on the hazards associated
with Tris te the Director of the International Agency for Research
on Cancer, a subsidiarv body of the World Health Organization.

On two other occasions—one concerning defective pacifiers from
Spain and the other regarding saddle blanket varn contaminated with
anthrax spores from India. Pakistan. and Afghanistan—the Commis-
sion provided information to the State Department about » hazardous
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product imported into the United States. Please note that we were
dealing with an import problem rather than an export problem.

This subcommittee has asked that we comment as to what defects
we believe exist in our statutory authority on exports,

Under the Federal Hazardous Substances Act, as well as the Con-
sumer Product Safety Act and the Flammable Fabrics Act, it is clearly
permissible to export products that have not been introduced into
domestic commerce, regardless of the degree of hazard they may
present.

This different treatment of goods, depending upon whether they
have been introduced into domestic commerce, causes problems in
administering the statute.

Further, the statutory export language is subject to varying inter-
pretations as to whether it provides clear legal authority for the Com-
mission to prohibit exports.

For these reasons, the Commission urges congressional action to
state in clear statutory terms our authority to prohibit exports of haz-
ardous products. Such legislation could also provide an opportunity
to coordinate export policies among various Federal agencies.

Mr. RosentraAL. The Peterson committee, T presume, is considering
this matter; right?

Ms. Kinc. Yes. We would very strongly favor a national export
policy and some method for coordinating:

Mr. RosextAL. The committee that Ms. Peterson told us about
yesterday presumably is working on this very issue.

Ms. Kine. Yes. We are very actively participating in that effort.

Because we are working with them on the report that they plan to
have available by September, at this time we do not want to make any
comments as to what we think a national export poliey should be. We
will first let them issue the final report on that.

In response to your request for legislative recommendations, in the
absence of a national policy we will speak directly to our statutory
authority only.

You have asked us for legislative recommendations on the export
issue. The Commission recommends, if there is no national export
policy, that Congress give the Consumer Product Safety Commis-
sion clear statutory authority to ban on a discretionary basis the
export of products that the Consumer Product Safety Commission
has ruled to a hazardous for domestic sale.

Under this discretionary authority, CPSC could determine that
selected consumer products are unsuitable for export. The Commis-
sion would make this determination in a rulemaking or adjudicatory
preceeding and base it on specific eriteria.

For example, the decree and nature of the hazard presented: the
legality and acceptability of the product in the countries of possible
destination ; and the possible economic impact.

The Consumer Produet Safety Commission should have the author-
ity to block export pending completion of such a proceeding.

Similar discretionary authority to ban exports already exists in
several Federal statutes.

As vou have discussed with prior witnesses before the subcommittee,
the medical device amendments to the Food, Drug and Cosmetic Act,
21 U.S.C. 381(d) 1976, empower the Secretary of HEW to prohibit
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on a discretionary basis the export of medical devieces that do not
comEIy with specified performance standards, have not received pre-
market clearance, or have been banned. i

While such legislation would be our strong preference, other legis-
lative approaches are also possible.

One approach would be to give the CPSC the discretionary author-
ity to require exporters to secure the permission of the government of
the importing country as a condition of export.

As in our proposal for diseretionary ban authority, a decision to
invoke the permission requirement would be made following a rule-
making or adjudicatory proceeding and would be based upon specific
criteria,

The concept of requiring the receiving country’s specific approval
as a condition of export is also not a new one.

The medical device amendments T mentioned earlier allow HEW to
require such approval as an alternative to an ontright export ban.

The administration’s Drug Regulation Reform Aet of 1978 that
Don Kennedy discussed this morning contains a similar procedure
for the export of new drugs—H.R. 11611 and S. 2755, section 135.

Another approach would be to require exporters to notify the
Consumer Product Safety Commission prior to exporting a product
that has been found too hazardous for domestic sale,

Such notification should include a deseription of the product, the
anticipated date of shipment, the place from which shipment will
occur, the ultimate destination of the product, and the quantity of
of the product to be exported.

Upon receipt of such a statement, the Commission would see that
the appropriate U.S. agency notifies the government of the receiving
country about the intended export and the hazard the product may
pose.

Tt may also be useful to require labeling of the product to inform
the importer of the possible hazard.

Again, the concept. of requiring notice to the importing country is
not new. It has been the subject of much of your discussion this
morning,

The Toxic Substances Control Act—15 U.S.C. 2611 (1976)—con-
tains such a requirement for the export of certain toxic substances.

In addition, the House Commerce Committee has included similar
language in the Consumer Product Safety Commission’s reauthoriza-
tion legislation which is now pending.

To summarize, Mr. Chairman. the Commission shares your interest
in the important and complex issue of hazardous produet export.

We believe that in some instances placing restrietions on the export
of dangerous consumer products is both consistent with U.S. human
rights policy and in the best interests of American consumers.

We urge congressional action on this issue to clarify our legal au-
thority to place restrictions on hazardous exports and to provide
greater uniformity in the Federal Government’s approach to dealing
with the export question.

We appreciate the opportunity to appear here today, and we would
be glad to answer anv questions that you may have.

Mr. RosextiAL, Thank vou very, very much.

Your attachments will be made a part of the record without
objection.

[The material referred to follows:]




uU.S. CONSUMER PRODOUCT SAFETY COMMISSION

WASHINGTOMN, D.C. EOEO?{

Gentlemen:

As you may already be aware, on May 5, 1978, the United States
Consumer Product Safety Commission determined that it has authority to
prohibit the exportation of TRIS products which are banned hazardous
substances under the Federal Hazardous Substance Act (FHSA) (15 U.S5.C.
1261 et seq.) and which products or components thereof have ever been
sold or offered for sale in domestic commerce. A copy of the Federal
Register notice setting forth the Commission's determination is enclosed.

You will also find enclosed a Special Order issued by the Commission
to your firm, as well as to a number of other manufacturers of TRIS-
treated children's wearing apparel, requesting that your firm provide to
the Commission certain information about your TRIS-treated products.

The Commission is aware that many firms to which the Special Order
is being directed have cooperated fully with the agency's efforts to
remove TRIS products from the marketplace, Hence, to be a recipient of
the Special Order should not be construed by a manufacturer as an indication
that the Commission has reason to believe that the company is guilty of
any wrongdoing. v

I would point out for your information, however, that under the
Consumer Product Safety Act (CPSA) (15 U.S.C. 2051 et seq.), a failure
to comply with the Special Order could subject your firm, as well as
individual directors, officers, or agents of the firm, to civil penalties
under section 20 of the CPSA (15 U.S5.C. 2069), and under certain circumstances
to criminal penalties under section 21 of the CPSA (15 u.§,c. 2070).




In addition to the information requested in the Special Order,
the Commission is hereby asking all recipients of this letter to inform
the Associate Executive Director for Compliance and Enforcement as soon
as possible of any shipments of TRIS-treated products which have been
made to U. S. possessions or territories or to the Commonwealth of
Puerto Rico. The Commission views any such shipment as movement of a
banned hazardous substance in interstate commerce, which is a prohibited
act under Section 4 of the FHSA (15 U.S.C. 1263). The agency is aware,
however, that certain firms may have shipped TRIS-treated products to
Puerto Rico or other United States possessions or territories between
April 8, 1977 and May 5, 1978 on the mistaken belief that such shipment
constituted exportation rather than movement in interstate commerce. The
Commission is primarily interested in identifying and locating TRIS
products which may yet be in the marketplace of U. 5. possessions or
territories or the Commonwealth of Puerto Rico, in order that such
products can be removed from the distribution chain and the hands cf
consumers as rapldly as possible.

Should you have questions concerning the information requested by
the Special Order or this letter, the name and telephone number of a
contact person within the Commission's staff is included in the Order.

Sincerely,

m—
B 5 e
Edwin F. Tinsworth

Acting Associate Executive Director
for Compliance & Enforcement

.Enclosure: (2) a
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. CONSUMER PRODUCT SAFETY
COMMISSION
EXPORTATION OF TRIS-TREATED CHILDRENS
WEARING APPAREL AND OTHER TRIS PROD-
ucrs :

A Statement of Felley
AGENCY: Consumer Product Safety
Comwmnission

ACTION: Statement of policy.
Y: In this notice, the Com-
and discusses I3 en-
the gx-

"The level of restraint has pot been ad-
Justed to account for imports after Decem-
ber 31, 1971,

FIDERAL REGISTIR VOL 43, NO. 113—WEDNESDAY, JUNE

portation of certain TRIS products
that [t believes are banned hazardous
substances under the Federal Hazard-
ous Substances Act. =
DATES: The policy became effective
on May 5, 1978,
FOR FURTHER DINFORMATION
CONTACT: 5
Alan Shakin, Office of the General
l'l;_:nu.x.-uel. oan.su.na_er Product Safety

25711

{2y If & TRIS product has not been
sold or offered for sale in domestic
commerce in its present form, it would
be within the export policy as long as
» component which is a TRIS product
has been sold or offered for sale (n do-
mestic commerce. For example, even if
a TRIS-treated children’s garment has
pever left.the factory where' It was
mantfactured, it would be included -
within the policy I one or more of its

that are banned M -

20707, telephone 202-634-TT10.
SUPPLEMENTARY INFORMATION:
BACKGROUND

Since April 1977 the Commission has
taken & number of actions concerning
the chemical flams retardant TRIS.
and certain products centaining TRIS,
that it belleves are “banned hazardous
substances” under the Pederal Hazard-
ous Substances Act (FHSA, 15 US.C.
1261 et seq.). These actions, as well a3
some litigation that has resulted from
them, wre discussed In Ponrmar Reois-
TEr notices dated April 8 (42 FR
18850), June 1 (42 Pr 28060), and De-
cember 6, 19‘1’1 42 FR 61583 and
61621).

On October '&! 1977 the Commission
considered lssues relating to the
export of the TRIS products that the
Commission believes are banned has-
ardous sul . On May 3, 1978 the
Commission reconsidered these lisues.

Stateeer or Poucy

The Commission's existing policy,
based on Its interpretation of the
FHEA, is that {t has suthority o pro-
hibit the export of TRIS products
which have ever been sold or offered
for sale in domestic commerce and
which are banned hazardous sub-

statement of policy, the Commission
believes that the TRIS products
named In the April 8 and June 1 Fro-
AL Rroistem notices are “banned
bazardous substances™” (In the discus-
slon below, these products will be re-
ferred to as “TRIS products™).

In addition, the. Commission has
considered the question of when a
TRIS product has been sold or offered
for sale in domestic commerce, and s
thus within the scope of this export
policy. In the Commission's view:

(1) If a TRIS product has been sold
or offered for sale in domestic com-
merce (n Its present form. It would
elearly Be within the policy. For exam-
ple, If o TRIS-treated children’s gar-
ment had been on the shelf of & retayl
store and was then recalled, it would
be included within the policy. Similar.
ly, if 2 bolt of TRIS-treated fabric in-
tended for use in children’s wearing
spparel has been sold in domestic com-
meree, it would be Included within the
policy.

ous substances such as TRIS-treated
fabric, have been sold or offered for
sale In domestic commerce.

Any partles who disagree with the
Commission's policy, or with its appli-
cation to particular products. Wwill have
ample opportunity to contest It at a
hearing in Federal district court, if
and when the Commission flles en-
forcement actions against the prod-
ucts of such parties,

Dated: June 9, 1978.

Sapye E Duwn,
Acting Secretary, Consumer
Product Safety Commisrion
[FR Doc. T-16417 Piled 8-13-T8 45 am]

14, 1T




U. S. CONSUMER PRODUCT SAFETY CO:IiISSION
TRIS-TREATED TPRODUCTS

Special Order for Submission of Information

The United States Consumer Product Safety Commission hereby orders
those manufacturers of children's slecpwear served with this special
order to subpit to the Associate Executive Director for Coampliance and

Enforcement of the Consumer Product Safety Commission no later than July

17, 1978, the information requested below:

5 1A State the ?fficial name, compiete address, and telephone
number of the principal place of business of the firm.
State the place of incor%oration if the firm is a
corporation.

_ State the name, address, and place‘cf incorporation
of the parent corporztion, if-any.
If the firm is not a corporation, describe the legal
entity. If a partnership, state the names of all
general and limited partmners. h
State the name, address, and telephone number of the
firm's registered agent to receive service of process in the

jurisdiction of the firm's principal place of business.

State the name, address, and telephone number of the

firm's registered agent authorized to receive service ‘of
N * g

3

process within the District of Columbia, if aﬁy{
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State the names and titles of the ﬁrincipal officers

of the firm,
o ’

List the name and title of each official within the

firm who has engaged, is engaging, or will engage in

any decisions involving TRIS-treated products on or
after ny.S, 1978, indiéating each official’s area of
responsibility and the nature of the decision(s) made by
each person named.
State the number and exact location of all TRIS-treated
products that are currently in inventory or otherwise
under the firm's control, identifying each product and
the quantity thereof by style or other identifiable
classification.

3 For every disposition (for example, destruction)
of TRIS-treated products which is to be made by the
firm after receipt of this Special Order, notify the
Associate Executive Director for Compliance and Enforcement
at least 15 days before each such disposition is scheduled
to occur, stating (1) the intended means of disposition, (2)
the intended place of disposition, (3) the time scheduled
for disposition, (4) a description as to stfle or other
identifiable classification for each product and the quantity

thereof, (5) the name, address and telephone ﬁumber_bf the

official within the firm who is responsible for accomplishing

such disposition, (6) the name, address, and telephone




225

nunber of any agent or independent contractor who will
accomplish such disposition on behalf of theriirm. and
(7) identify and describe in complete detail each and
every document and entry thereon maintained ﬁy or on
behalf of the firm which relate to the disposition of
the TRIS-treated products described herein, or, in the
alternative, submit copies of each suchldocument.
.For each disposition of TRIS-treated product other
than by destruction (for example, exportation) on
or after May 5, 1978, but before receipt of this
Special Order, state the exact date of each disposition,
the name, complete address and telephone number of each
receiving party, and the quantity of cach product and the
‘ ddentification thereof with specificity as to style or
other identifiable classification. ‘
For any changes which occur in the firm's inventory of
TR1IS-treated products after your initial submission of
responses or for any other changes in the information
furnished in the firm's initial submission of information,
provide immediiite supplemental responses to reflect all
such changes as they occur, until otherwise notified by
the Commission. State this information in the same form

as your initial response. M z

Those manufacturers who have any questions about the:

subject of this Special Order should contact: Ms. Elizabeth

Jones, Division of Regulatory Management, CPSC, telephone

(301) 492-6400.

32-427 D - T8 - 16
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This Special Order is promulgated pursuant to sections

5, 27(b)(1) and 30(d) of the Consumer Product Safety Act, 15

U.5.C. 2054, 2076(b)(1), and 2079(d), and section 11(a) of

the Federal Hazardous Substances -Act, 15 U.S5.C. 1270(a).

By direction of the Commission:

Dated: q/fV/ng’

(B b e

"-').___\A.__ i ) ‘L\ K,{':j—--—
Sheldon D. Butts
Acting Secretary

U. S. Consumer Product
Safety Commission
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Mr. RosextrAL, Under section 27(b) (1) of your act you sent special
notice to Tris manufacturers requiring information about present
inventories. Have you done anything similar to that to other manu-
facturers—for example, baby pacifiers or asbestos products ?

* Ms. Kive. No. This is the first instance that the special order has
been used for this purpose, dealing specifically with the export
question.

Mr. RosextHAL. Do you think it would be useful in such a situation
as the pacifier situation In which there are exports ?

Ms. King. It very well may be.

Mr. RosenTHAL. Did the Commission notify any countries since
1976 and 1977 about the banned pacifiers that were being exported ?

Ms. Kive. T was not a member of the Commission at that time.

hMr. RosextAL. T just wonder if anybody knows the history of
that.

Mr. MicuAeL Brows., T am unaware of such notifications, other than
that we did deal with Spain through the State Department. The paci-
fiers we were banning at that time were products of Spain.

It was a question of exportation back to the country of origin, be-
caugle the importer was returning the pacifiers to the manufacturer for
credit.

Mr. RosentaaL. Ms. King, T am not sure T understand what the
Commission policy is.

You say that the May 5 decision does not necessarily indicate how
CPSC discretion in dealing with exports will be used.

You say that the decision indicates how the Commission is likely to
approach the export issue. In other places, you say you are awaifing
congressional leadership and action.

In a fourth situation, you say we are all waiting to see what the
Peterson group produces.

Is there a Commission policy on exports or isn’t there ?

Ms. Kine. T would like to go back to the statement that we made
originally.

Tris is a very unusual situation, because the export question really
arose out of the domestic prohibition on the sale of Tris. It came out
of an earlier action.

Because of the peculiar nature of that specific hazard, we do not
say that our action in this case is the definitive statement of the Com-
mission’s overall export policy.

We have not, at this point, adopted a general policy on export. What
we are saying is that the criteria that would be considered on a case-
by-case basis, as these questions come up, are those that we have
weighed and balanced in making the Tris decision.

Mr. RoseNTHAL. Are you going to develop a policy, or are you
going to wait for congressional action or the Peterson group or are you
going to deal with it on a case-by-case basis?

Ms. Kixe. For the moment T think we will continue to deal with it
on a case-by-case basis.

It may be that in the absence of a national approach to the problem
or any clarification by Congress of the statutes, we would develop a
general export policy.

It has been under discussion for some time. We thought it was
premature for usto develop a general policy when there are many other
activities pending on other fronts.
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Mr. RosexTiAL. At least in terms of notification it might not be
premature, It is something we were trying to explain to Ms. Blum
today.

Take the Tris situation. Did you ask the State Department to notify
embassies overseas?

Ms. Kixa. You will recall at that time the Commission did not have
the same position on its authority to control the exports.

T would say that in that case the Commission went further than
anvbody else has gone.

As a matter of goodwill and good faith, the Clommission directly
contacted the Department of Commerce and Andrew Young, the U.N.
Ambassador. Communications were received by the State Department
from Andy Young.

The Commission notified at least four international agencies and
directly contacted 17 foreign governments. We are still in contact
with various foreign governments on the problem.

In asking the State Department how we should proceed in the
notification area, they have urged us—in a very recent situation—to
deal directly with the Venezuelan Government.

Mr. Rosentrar. What situation is that?

Ms. Kina. Tris.

Mr. Rosentrar. Did you deal with the Venezuelan Government ?

Ms. King. Yes: weare.

Mr. RosexTrAL. I am curious. What kind of response do you get
from a foreign government in a situation like that?

Ms. Kixa. In this case. the inquiry came from the Government of
Venezuela. I think they contacted CPSC direetly.

We contacted the State Department and asked them if they would
prefer to handle it. They said no, and advised us to go ahead and con-
tinue to deal with Venezuela.

Mr. RosextiAL. Then what happened in Venezuela after you pro-
vided this information?

Mr. Micuaer Browx. The Venezuelans inquired of us whether cer-
tain garments were banned. They also wanted general information to
enable them to identify Tris-treated garments.

The information was supplied to them, and we have received nothing
back from that Government as to what they did with this information.

Ms. Krxe. T understand that the Government of France has banned
the importation of Tris products as a result of the communications
via OECD and CPSC.

Mr. RosexTrAL. We want to thank you very much for appearing.

[Statements by Commissioner Barbara H. Franklin and former
Chairman John S. Byington follow :]
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.S CONSUMNMEAR PRODLUCT

WASHINGTON, D.C

July 12, 1978

Honorable Benjamin S. Rosenthal
Chairman
Subcommittee on Commerce,

Consumer and Monetary Affairs
Committee on Government Operations
House of Representatives
Washington, D. C. 20515

Dear Mr. Chairman:

As an individual member of the CPS5C, I wish to offer
some views regarding the export of hazardous consumer
products.

Whether the export of products found hazardous under
U.S. laws can be prohibited as a matter of law, or should
be prohibited as a matter of policy, are questions which
have been highlighted by the Commission's experience in
the case of tris-treated children's sleepwear.

As you know the Commission decided on May 5, 1978,
to reverse its earlier position and held that it has
authority to prohibit export of tris-treated children's
sleepwear. I dissented because I believe that a fair
reading of our statute and its legislative history shows
that the Commission ‘lacks this authority. (Attached is
a full text of the dissenting opinion filed by former
Chairman Byington and myself.)

Beyond the issue of statutory authority, there are
complex issues of public policy which need discussion and
resolution. BAmong them: Does U.S. prohibition of export
of hazardous products in effect set health and safety
standards for citizens of other countries? If so, is
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this appropriate? 1Is labeling of such products together

with notification to foreign governments a more appropriate
means to fulfill our responsibility to those countries? Do
other countries have similar obligations to us? Would =xport
prohibition place American producers at a competitive dis-
advantage in world markets? Would loss of American jobs
result? Wculd the U.S. balance of payments be adverselv
affected?

Clearly, the question of export -- as pointed out by
Ms. Peterson's testimony -- is one that cuts across many
laws and agencies. Existing statutes take a variety of
approaches. In my view, greater consistency and fairness should
be sought in the U.S. government's approach to export.

I would make several suggestions.

First, -notification requirements would be desirable. I
have supported in the past and continue to support amendments
to CPSC's statutes that would require notification to importing
governments if products are subject to final bans and standards,
or have been determined to pose substantial or imminent product
hazards. Consideration could be given to making such reguire-
ments uniform government-wide.

Secondly, better mechanisms to ensure more effective,
more systematic and more timely international notification
are needed. I am aware there are systems now in use, but

believe they could be improved.

Finally, public discussion must be an important ingredient
in establishing our government's posture regarding export.
This issue, with its important ethical and economic implications,
requires careful consideration of the views of many segments of
the American public who could be affected. I hope further
hearings will be held to solicit a wide range of public views.

One final note. We at the Commission should not lose
sight of our primary mission -- that of protecting the public




from unreasonable risks o 1jury illness

consumer products. I guesti vhether we ha
the coll ive wisdom, or the resources, to m such determi-
nations itizens in other parts of the world

Sincerely, .
ol :

Barbara Hackman Franklin
Commissioner

Attachment




‘U.S. CONSUNMER PRODUCT SAFETY COMMISSION

WASHINGTON, D.C. 20207

DISSENTING OPINION OF
CHATIRMAN 5. JOHN BYINGTON AND
COMMISSIONER BARBARA H, FRARKLIN
IN THE MATTER OF TRIS EXPORT".
AUTHORITY s -
3 : J
On May 5, 1978, the majority of the Consumer Product
Safety Commission (CPSC) voted to reverse its previously
established export policy and to hold that the Commission
has authority to prohibit exportation of TRIS-treated
products which are believed to be banned hazardous substances
under the Federal Hazardous Substances Act (FPHSA) and
which products or components thereof have ever been sold
or offered for sale in domestic commerce. A Federal
‘' Register Notice has been issued containing the Commission's
new statement of policy.

We dissent. We believe that the CPSC does not have
the statutory authority to prohibit the export of such
products. We continue to support the Commission's
previous interpretation that the FHSA does not give the
Commission authority to seize or otherwise interfere with
the export of ‘any TRIS products that are properly labeled
and marked for export, and are actually exported in accordance
with Sections 5(b) (3) and 6(a) of the FHSA. This includes
products that have been previously sold or offered for sale
in domestic commerce and recalled.l/

Our position is based upon: (1) the specific language
of the FHSA and related statutes; (2) the legislative
histories of the FHSA and related acts; and (3) recent
legislation eflacted by Congress. Moreover, we believe
there are longstanding public policy considerations which
support this position.

1/ Provided these same products have not been condemned
under § 6(c) of the FHSA.
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critical question, particularly as it

TRIS situation, is this: does the ocwn a product,
once sold or offered for sale in domesstic commerce,
forever lose the opportunity to obtain an export exemption
from FHSA penalties?

The legislative history of this act does not provide
a clear answer. The one reference to Section 5(b) (3)

" in the context of this question is contained in a letter
from the House Committee on Legislation to the Committee
on Interstate and Foreign Commerce. 2/ The sentence reads:

Nor would it be a violation (of Section 4
of the FHSA) where there is involved any
hazardous substance shipoed or deliverad
for shipment for export, to any foreign
country, in a package marked for export
and brandsd in accordance with the
specifications of the foreign purchaser
and the laws of the foreign country.

"2/ S. Rep. No, 1158, B6th Cong., 2d. Sess. 33 (1960)
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To us, this indicates Congressional intent to alloyw for a
broad export exclusion, conditioned on appropriate labeling.
Moreover, export provisions found in statutes enacted by Congress
after the FHSA support this interpretation, and may be used to
assist in evaluating Congress' intent under the principie of
in pari materia.

E Basically, this tenebt of statutory interpretation ho
that statutes that pertain to the same thing or nﬁ"e the
purpose or object should be construed together as if they
‘one law. 3/, Moreover, the later act can be regarded as a
legislatiVe interpretation of the earlier act in the sense that
it helps ascertain the meaning of the words as currently used. 4/

Applying this tenet, since the FHSA was passed, there have
been two other statutes enacted by Congress which have the sare
goal of safety of consumer products in the domestic marketplace
and also which address the export guestion. The Flammable Fabrics
Act of 1953 was amended in 1967 5/ to add an export exemption.
This provision 6/ permits products that do not comply with our
flammability standards to be exported if they are labeled for
export, Again, we perceive nothing in the plain language of the
statute or in the legislative history that would support a narrow
interpretation of the export language.

Our most recent legislative pronouncement on product saféty
is the Consumer Product Safety Act 7/ cnacted in 1972. It contains
Section 18 8/ which also allows for the export of non-complying
products:

This Act shall not apply to any consumer
product if (1) it can be shown that such product
is manufactured, sold, or held for sale for export
from the Unxted States..., unless such consumer
- S-.£%-Fact distributed in commerce for use
.4&;*4 States... (emphasis added)

3/ United States v. Freeman 3 How. 556,564 (1845); Sanford v.
Comm'r., 308 U.S. 39, 44 (1939). See 2A Sutherland Statutory
Construction 8 51. 02, at 290 (1973).

4/ Alexander v. Alexandria, 9.U.S. (5 Cranch) 1, 7-8 (1809)

=~ (Marshall, J.); United States v. Stewart, 311 U.S. 60, 64-65
(1940) ; Erlenbaugh v. United States, 409 U.S. 239, 243-44 (1972)
(Marshall, J.).

5/ Pub. L. No, 90-189, E 10,81 Stat, 574.
6/ 15 U.S.C. § 1202 (1967).
7/ 15 u.s.c. § 2051 (1972).
8/ 15.U.S.C. B 2067 (1972).
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The legislative history of this provision clearly shows
that properly marked and labeled products can be exported
even though they have been sold in domestic commzzce. The
House Committee Report 9/ stated that:

{I)t should be noted that in cases whexe such
product has been distributed in commerce, in

order to quality for an exemption, the procduct...
must bear a stamp or label stating that the product:
is intended for export (emphasis added).

The debate in the House1lp/ further supports this
interpretation. Mr. Gross asked, "Does this mean products which
would otherwise be disgualified under this Consumer Product
Safety Act could be exported to foreign countries?" Mr. Staggers,
Chairman of the House Committee on Interstate and Foreign Commerce,
replied in the affirmative and noted that “we are mot trying to
make the law for any country. In certain instances certain products
might be wrong hers, but they might be all right in other
countries — we do not know."

When Mr. Gross asked vhether this was a double standard,
Mr. Moss agreed that it was — one standard for Americans and
one for foreign consumers, if their governments establish

g/ H.R. Rep. No. 92-1153, 924. Cong., 2d. Sess.

1/ 118 Cong. Rec. H. 85 98-99 (daily ed. Sept. 20, 1972). -
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Thus, e thres statutory export provisions,
togethar, suspport the view that Congress intended to cre
a2 broad FHSA export exemption.

Congressional legislation favoring broad export examptior
has baen modified recently. The Toxic Substances Control Act
provides for export with labeling plus notice to EPA, who in
turn must inform the relevant foreign government(s). S. 2755,
the Drug Regulatioh Reform Act of 1978, echoes this 3-prang
approach to exports. A similar notice provision has also been
incorporated into the House proposed CPSA emendments although,

‘as a matter of practice, the CPSC already had utilized existing
mechanisms, i.e. the World Health Organization and the United
Nations, to notify foreign countries of potential TRIS exports.

In our opinion, all the various export provisions seem
to be articulating, with varying deqrees of precision, a
public policy that the United States does not intend to set
health and safety s®andards for the world. Under this policy,
our responsibility to other countries is fulfilled by requiring
appropriate labeling and notification to foreign countries of
"impending exports. This allows other countries, based on
adequate information, to make their own choices and to establish
their own criteria and standards. Moreover, such a public policy
. does not put American manufacturers at an economic disadvantage
in the world market — by having, for example, CPSC standards
required for certain of their exported products, when such is not
the case for competing foreign firms, To do otherwise would in
effect create an adverse trade hurdle that could have severe
economic consequences for our domestic economy without providing
any additional health and safety benefits for the American
consumer.

Our top priority at CPSC should be to insure that our actions
result in increasad health and safety protection for the American
public., We cannot understand how a narrowly construed export
exemption policy will achieve that. Some might argue that it
would have a deterent effect on manufacturers, in that they would
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Mr. RosentHAL. The subcommittee stands adjourned.
[ Whereupon, at 12:20 p.m., the subcommittee adjourned, to recon-
vene at 10 a.m., Thursday, July 13,1978.]




U.S. EXPORT OF BANNED PRODUCTS

THURSDAY,JULY 13, 1978

House oF REPRESENTATIVES,
Coarverce, CONSUMER,
AND MONETARY AFFATRS SUBCOMMITTEE,
or THE CoMMITTEE ON GOVERNMENT OPERATIONS,
Washington, D.C.

The subcommittee met, pursuant to recess, at 10 a.m., in room 2247,
Rayburn House Office Building, Hon. Benjamin S. Rosenthal (chair-
man of the subcommittee) presiding.

Present : Representative Benjamin S. Rosenthal.

Also present: Jean S. Perwin, counsel; Eleanor M. Vanyo, assistant
clerk; and Henry C. Ruempler, minority professional staff, Commit-
tee on Government Operations.

Mr. RosextHAL. The subcommittee will be in order.

This morning we continue the hearing on export of banned products.

The first witness is Sharon Ahmad, Director of the Office of Inter-
national Trade of the Department of State.

We are very pleased to have you here.

I know that you have a prepared statement, and we are anxious
to hear it.

STATEMENT OF SHARON E. AHMAD, DIRECTOR, OFFICE OF INTER-
NATIONAL TRADE, BUREAU OF ECONOMIC AND BUSINESS AF-
FAIRS, DEPARTMENT OF STATE; ACCOMPANIED BY PAUL H.
BLAKEBURN, OFFICE OF EAST-WEST TRADE

Ms. Armap. Thank you, Mr. Chairman.

It is a pleasure to be here to meet with this subcommittee and to
discuss some of the aspects of U.S. Government policy regarding the
export of items which are banned for sale or otherwise restricted in
domestic use.

The Department of State recognizes and supports the growing world-
wide concern that neither governmental nor private actions should
blindly endanger the public health and safety, or the environment.

This concern is increasingly an international one.

In an era of massive movement of goods and services within and
between nations, we must recognize the possibility that some items
of commerce may be found to present a danger to the public welfare.

It is the right and the duty of national governments to take ap-
propriate measures to protect the health and safety of their
populations. ‘

(239)
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We believe, however, that no country should establish itself as the
arbiter of others’ health or safety standards.

We believe that individual governments are generally in the best
position to establish standards of public health and safety.

To make informed decisions, however, any government needs author-
itative and comprehensive information about the risks and benefits at-
tendant with the use of potentially hazardous produects.

Thus, the Department of State sees a continuing program of in-
formation exchange on hazardous products as key to a U.S. national
policy in this area.

Such a policy would require from the U.S. side, notification to
foreign governments of U.S. domestic regulatory action.

It might also be useful to explore with other governments their
views on the need for increased international cooperation in this area.

The U.S. Government has a statutory obligation to inform foreign
governments of regulatory actions under the Federal Insecticide, Fun-
gicide and Rodenticide Act (FIFRA) and the Toxic Substances Con-
trol Act (TSCA).

Other notifications have also been made, but they have thus far been
at the discretion of the regulatory agencies and we cooperate with
them.

We think notifications of regulatory actions on hazardous substances
should be mandatory, except in unusual circumstances.

Some have argued that notification by itself is not sufficient; that
foreign governments should be required to approve importation of
hazardous substances before export is permitted from the United
States,

This procedure is in effect for certain of the drugs under the juris-
diction of the Drug Enforcement Administration.

We do not believe that imposition of such a procedure across the
board would be advisable. Further, we believe that foreign govern-
ments, or some of them, would object—on the grounds that it in-
fringed on their sovereignty—to a U.S. requirement that they approve
importation of products determined to be hazardous in use in the
United States.

They are also likely to object that approval might absolve the
American exporter of any further liability. We think that is an ex-
tremely important point.

Foreign purchasers are quite likely to turn to non-U.S. sources
of supply if they are faced with a burdensome U.S. unilateral
requirement.

Export of items we have banned from domestic commerce has not
heretofore caused foreign policy problems; that is, complaints to us
from foreign governments.

In all probability, this is partly because some such items have uses
other than those prompting our own restrictions, partly because for-
eign governments are satisfied that their import and domestic regula-
tory programs are sufficient to carry out any desired actions to protect
the public health and safety in their countries, and perhaps partly
because some governments can devote few resources to monitoring
possible hazards.

Whatever the reasons, as I say, up until now there have been no
foreign policy problems caused by this situation.
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I mentioned earlier that we see the international exchange of in-
formation as key to an effective policy on export of hazardous
substances,

I would like to describe existing mechanisms that might be built
upon to implement this policy.

Even before the passage of the Toxic Substances Control Act, the
Department of State had begun to work on procedures for notification
to foreign governments of U.S. regulatory actions and receipt of in-
formation on foreign regulatory actions and experience.

We asked the United Nations Environment Program for all rele-
vant information on foreign legislation and regulations relating to
chemicals and compiled data on foreign regulatory programs for
chemieals, including the names of responsible officials abroad.

We also worked with the Environmental Protection Agency in the
development of section 12(b) of the Toxic Substances Control Aect,
which calls for foreign notification of regulatory aections under that
act,

We understand that the Environmental Protection Ageney has not
yet taken any final action to restrict chemicals under the Toxic Sub-
stances Control Act.

The Environmental Protection Agency has, however, announced
preliminary action on chlorofluorocarbons and polychlorinated
biphenyls.

When final action is taken, we will work closely with the Environ-
mental Protection Agency to notify foreign governments.

Additionally, the United States participates in an information ex-
change and notification program of the Chemicals Group of the Or-
ganization for Economic Cooperation and Development (OECD).

This program anticipates that any Organization for Economic Co-
operation and Development member country which takes regulatory
action on chemicals will notify other members.

The national contact point for the United States is the Environ-
mental Protection Agency’s Office of Toxic Substances, which is re-
sponsible for passing on information received to other concerned U.S.
Government agencies.

We have participated in the United Nations Environment Pro-
gram’s International Register for Potentially Toxic Chemicals. Part
of their programs include information exchanges on chemicals. We
expect to participate fully in this endeavor when it becomes
operational.

I should note at this point that we are informed that recent French
Government action to ban temporarily the importation of Tris-treated
children’s sleepwear was based on information received through the
Organization for Economic Cooperation and Development.

Mr. RosextrAL. Have you notified the French Government bilater-
ally?

Ms. Auman. No, sir, we have not.

Mr. RosextrAL. Why not ?

Ms. Aumap. We had not notified any government bilaterally, be-
cause we had not received the Consumer Product Safety Commission’s
request to do so.

Mr. RosextrAL, They hadn’t requested you to do that?

Ms. Aamap. No, sir.

32-427 0 - 78 - 17
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Mr. RoseNTHAL. They asked you to notify just world organizations?

Ms. Ammap. They apparently did that themselves. We did not do it
directly at the time.

But we have offered ourselves, and we are available as the conduit
for such notifications bilaterally or to international organizations.

We did suggest, as early as last summer, through an inquiry re-
ceived from the Department of Commerce, that this be done. But we
have not been requested to do so.

We do understand, however, from an inquiry we made to our Em-
bassy in Paris, that action was taken as a result of the information
reecived through the Organization for Economic Cooperation and
Development.

Finally, we are contributing to the development of a comprehensive
procedure for foreign notification of all domestic regulatory actions
in the health and safety areas.

In January of last year, the Department of State established a Sub-
committee on Toxic Substances as an integral component of the stand-
ing Committee on International Environmental Activities, This was
done on the recommendation of the entire Committee on International
Environmental Activities, in anticipation of the regulatory actions
about to be undertaken in the implementation of the Toxic Substances
Control Aect.

Notification actions prior to the formation of the Committee on In-
ternational Environmental Activities and its Subcommittee on Toxic
Substances had taken place with regard to the activities of the Envi-
ronmental Protection Agency in the implementation of the Federal In-
secticide, Fungicide, and Rodenticide Act and of the Food and Drug
Administration in a number of cases; for example, red dye No. 2.

Part of the activity of the New Subcommittee on Toxiec Substances
will be to insure timely notification, both bilaterally and multilater-
ally, of all domestic regulatory actions: for example, banning or re-
striction of use of chemicals.

The membership of the Subcommittee on Toxic Substances, and of
the Committee on International Environmental Activities itself, in-
cludes the Environmental Protection Acency, the Consumer Product
Safety Commission, and the Food and Drug Administration. as well
as the Departments of Agriculture; Commerce; Treasury; the In-
terior; Health, Education. and Welfare: Transportation : and OSHA.

As you have already heard from Mrs. Peterson, an interagency
working group is actively considering the options for a Federal policy
in this area. The Department of State is participating in the work of
this group which will complete its studies, we expect, by early fall.

We have recommended to the group that the Federal poliey should
concentrate on a system of notifications of .S, regulatory action.

Our experience with public health and safety notifications—for
example, in the case of leptophos—indicates that foreign govern-
ments welcome notification of U.S. regulatory action and are fully
prepared to act on this information if they see a need to do so.

We believe, therefore, that additional export control measures, at
least across the board, are neither necessary nor desirable.

Foreign governments can protect their own populations and envir-
onments, and existing U.S. procedures appear generally sufficient to
gunard against accidental or deliberate reimportation of hazardous
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products into the United States, though this subject may warrant
further study, perhaps even on an international basis. :

Mr. Chairman, your letter of invitation to testify on this important
subject posed a series of specific questions. .

While my statement has already dealt in some measure with the
thrust of many of these queries, T would like now to respond to each
in turn.

First was the question on Department of State procedures for the
notification to foreign governments of U.S. agency action.

These have been in effect for many years.

When an agency proposes to inform a foreign government of regu-
latory action, findings, or scientific information or to request infor-
mation on foreign experience, the Department of State consults with
the agency on the type of action requested and transmits the agency
request to all embassies or to those specified by the agency.

Instructions to our posts may be a general request to inform the ap-
propriate unit of the host government of the U7.S. action, or a specific
requesi to communicate with a particular ministry or individual.

We are gnided by agency wishes in this matter.

Should the host government wish to comment on the action or re-
quest additional information, we again serve as the conduit for the
communication.

Another question was about the existence of Department of State
Jinison with agencies such as the Environmental Prof ection Ageney,
the Food and Drug Administration, and the Consumer Product
Safety Commission for the purpose of disseminating information to
foreign governments. That was dealt with, in part, earlier in my state-
ment.

In addition to membership on the standing Committee on Interna-
tional Environmental Aectivities, the Department of State is in fre-
quent. contact with these agencies at the working level. We are always
prepared to respond to agency requests for assistance in notification.

You asked about steps taken by the Department of State to inform
foreign governments of the dangers of Tris-treated garments which
are currently being exported.

As the subcommittee is aware, the Consumer Product Safety Com-
mission Commissioner, Mr. Byington, wrote last summer to Secretary
of Commerce Kreps on the subject of Tris exports.

He also wrote to Ambassador Young at the U.S. mission to the
United Nations. The mission was asked to inform the World Health
Organization.

The mission referred the communication to the Bureau of Inter-
national Organization Affairs in the Department of State, which for-
warded the information to the International Agency for Research
on Cancer at Liyon. France.

The agency is a World Health Organization-sponsored unit and ex-
pressed its appreciation for the information, Tt said it would con-
sider taking up the subject at a future meeting of the Agency.

As the Consumer Product Safety Commission had suggested in its
memorandum to Secretary Kreps that Tris and Tris-treated products
be placed under export controls authorized by the Export Administra-
tion Aect on foreign policy grounds, the Department of Commerce
asked the Department of State for its views on this action.
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We responded that we could neither endorse nor recommend the
imposition of controls under the foreign policy criteria of the act.

We suggested that the Consumer Product Safet y Commission, in
consultation with the Department of Commerce, prepare a notifica-
tion to foreign governments for transmission through the Department
and our posts abroad. We have received no response to our suggestion.

Mr. Chairman, just to make sure that the record is clear. I would
like to interject at this point that T understand during Monday’s
hearing there was some misunderstanding on this issue.

Tt was stated, if we heard correctly, that the Department of State
had opposed the notification : and that is not correect.

I would just like to make that clear.

We understand that the information on Tris provided to the Or-
ganziation for Economic Cooperation and Development was trans-
mitted directly by the Consumer Product Safety Commission,

Thus, Organization for Economic Cooperation and Development
member governments and the World Health Organization have been
informed of the T7.S. action. Most governments of the world have not
received notification directly from the U.S. Government.

You asked about any information the Department of State might
have regarding the number of products, chemicals, drugs, or devices
banned from domestic consumption which are presently being ex-
ported,

The Department of State has no statistical information of this type.

You asked about any information the Department of State might
have regarding foreign government interest in receiving information
concerning U.S. regulatory action affecting products imported into
their countries.

There are several indications that foreign governments welcome no-
tification of U.S. regulatory actions.

As a leading innovator, the United States may be the first to dis-
cover undesirable effects for use or misuse of products.

And the United States has more resources to devote to testing and
investigation than are available in many countries.

For example, in the case of our notification on Leptophos, 85 coun-
tries asked for further information, while 6 indicated that they
did not wish future notifications of this type.

We have provided this information to the subcommittee, as re-
quested.

We think this is a convincing demonstration both of the worth of
notification and of foreign government’s ability and willingness to act
to protect their populations.

Mr. Chairman, this concludes my prepared statement. I would
now be happy to respond to your questions.

Mr. RosexTHAL. Thank you very much. _

We are going to take a 5-minute recess for a vote and then will
reconvene.

[ Recess taken.]

Mr. RosextHAL. The subcommittee will come back to order.

On Tuesday, the General Accounting Office testified that notifica-
tion sent to Department of State channels often do not reach the
appropriate foreign officials,




245

First, do you have any comment on that? Second, how can we as-
sure that notice is actually achieved, absent a certification by these
governments !

Ms. Arxap. I have not seen the GAO report. T understand that that
statement was made here—that our foreign service posts may not have

carried out the instructions that were sent to them.

I cannot comment on that, because I have not seen the actual spe-
cific information nor had a chance to look into it.

Mr. Rosextaan. For the record, will you obtain a copy of their
testimony ? If you can’t get it, we will send it to you, including the
letter that they sent. And, for the recor d, please comment on it.

Ms. Anyrap, We can certainly do that, sir.

[ The material follows:]
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The GAO survey of notification procedures and results
abroad was useful in pointing out shortcomings. We doubt,
however, that one could extrapolate from the survey

results to an accurate picture worldwide. We understand

that the GAO questioned primarily foreign technical

personnel. As the GAO pointed out in its testimony,
officials may be reassigned, or have incomplete files
regarding U.S. notifications. We think it likely that
some notifications - though delivered to foreign govern-
ments - did not reach the officials questioned by GAO.
Though some governments have designated a particular
person or office to receive notifications on pesticides,
for example, many have not. In such cases, we have no
option but to deliver notifications to the Ministry of
Foreign Affairs with the request that they be sent along
to the appropriate Ministry or agency. We can see no
solution to this problem.

Conversely, though agency-to-agency notification
may help to ensure that specialized foreign agencies
receive information on U.S. regulatory action, direct
technical correspondence is not of the stature of diplo-
matic exchange. Thus, we think it wvital that U.S. regula-
tory agencies provide to the Department of State material

sufficient to permit official government-to-government
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notification by diplomatic communication, whether or not
the U,S. agency is in touch with counterparts overseas.
We agree with the General Accounting Office con-
clusion that U.S. notification procedures need improve-
ment. For our part, we intend to revise the standing
instructions to the Foreign Service, contained in the

Foreign Affairs Manual, to clarify procedures for handling

notifications.
With the cooperation of the Enviromental Protection

Agency, we will develop a procedure to ensure that notifi-

cations are both readable and legible. In the future, we

will request confirmation of receipt and delivery. These
standards should also apply to notifications by other

agencies.




248

Ms, Auvap. T would be able to say at this point that we are a large
organization, staffed by human beings. We send out instructions to
our posts. We fully expect such instructions will be carried out.

In many cases, it is not possible for the foreign service officer and
an Embassy to know precisely which officials in the government

Mr. Rosextran. Then you should send back a letter or notice say-
ing : I don’t know what to do. What should I do?

Ms. Aumap. What T am saying is that he may not know every
single official in the government who ought to receive that informa-
tion but through the Ministry of Foreign Affairs, this can be dis-
seminated.

Beyond that, it is up to the host government to make sure that
everyone

Mr. Rosextaarn, 'We understand that. But if the thing stops dead
in our Embassies, then we are not serving a nseful purpose.

Ms. Araran. We were not aware that that had happened.

Mr. RosentiaL. Anyway, you will look into this and let us know
your views on the subject.

Ms. Auaran. Certainly.

Mr. RosentaL. Somewhere in your statement vou said that you
didn’t think it was a good idea for return receipts to be reanired,
or some form of acknowledgment for foreign governments. Did you
sav something like that?

Ms. Araan. I am not sure.

Mr. Rosextan. You said: Foreign governments should not be
required to approve importation of hazardous substances before ex-
port is permitted from the United States.

Then you said: We do not believe that imposition of such a proce-
dure across the board would be advisable.

It seems to me like a very simple task. What can we do to make more
efficacious our notification and dissemination of information on im-
portant matters such as this?

Ms. Anymap. We certainly agree with you, Mr. Chairman, that
we shonld do evervthing we can to improve our notification system.
We are the first to admit that it is not perfect.

In fact, in the establishment of the Subcommittee on Toxic Sub-
stances earlier this vear, we recognized the fact that there is much more
to do in this area. We need to be sure we know from within what:
needs to be notified.

T think the Department of State is fully aware that it needs to make
sure that its instructions are earried ont by its posts. '

But with respect to requiring formal acknowledgments or ap-
provals. and other sueh requirements across the board. we do have
some concerns—not in the intent of the proposal but in the posssible
effects.

Just to make something clear. Mr. Chairman. T would like to say
that T represent the Department of State here this morning.

There are several elements of the Department of State that are con-
cerned with this matter—the Bureau of Oceans and Environmental
and Scientific Affairs. which carries out on a day-to-day basis, this
kind of activity. and mv Burean which is concerned

l\g r. RosentHAL, I don’t follow that. What activity do they carry
out?
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Ms. Auyap. That Bureau is the one that is in direct contact with
the domestic agencies and initiates the instructions at the request of
the domestic agencies.

Mr. Rosextar. Why do they do that ?

Ms. Anmap. They are our liaison with the regulatory and other
agencies that are concerned with this.

Mr. RosextrAL. Don’t you just have an agency that can transmit
messages to a foreign government ?

Ms. Ammap. The Department of State does. This is just a part of
our organization that has primary responsibility for this.

Mr. RoseExTHAL. It sounds stupid to me.

Don’t you have like a messenger service that can deliver messages?

Ms. Anymap. To foreign governments?

Mr. RosexTHAL. Yes.

Ms. Anmap. We have a very vast communication system, whereby
we send cables and airgrams to our Embassies abroad who, in turn,
communicate to the governments, Someone within the Department of
State has to make sure that these messages are written and are writ-
ten correctly and have the——

Mr. RosextHAL. Can’t you just take the message that is delivered to
you by the Consumer Product Safety Commission or the Environ-
mental Protection Agency and transmit the message without editorial-
izing on it ?

Ms. Auwap. We do that.

Mr. RosextiaL So you don’t need an Einstein to rewrite the
messages,

Ms. Anyman. We do not have Einsteins in our department to rewrite
the messages.

Mr. RosextrArL. That we know. [ Laughter. ]

I don’t understand.

Who made the decision that the Bureau of Oceans and Environ-
mental and Scientific A ffairs would transmit these messages?

Ms. Amarap. To answer that specifically, T would have to get back
to you. But to us, it seems logical.

We have a bureau that recognizes the international interest in en-
vironmental and seientific affairs, as well as oceans.

Mr. RosextHAL. Do you have an under secretary or assistant secre-
tary for management?

Ms. Aumap. Yes; we do.

Mr. Rosextian, Who is that ?

Ms. Auymap. Ben Read.

Mr. RosexTHAL. Is he the one that assigns which bureau does these
things?

Ms. Anwmap. He wounld be the coordinator of that kind of thing;
yes.

Mr. RosextiaL. We are going to have to call him and find out why
you do it this way rather than a more simple way.

Ms. Ararap. What would be a more simple way ? I don’t understand.

Mr. RosextiAL. I will think out a more simple way. [Laughter.]

Was there anything else that you wanted to say ¢

Ms. Amaap. The Bureau in which I work—the Bureau of Economic
and Business Affairs—is quite concerned with this general area, from
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the point of view of international trade policy and the effects on in-
ternational trade of what we are doing.

Mr. RoseNTHAL. What do you mean by that ?

Ms. Armap. T was responding to your point about whether or not
we should require a written approval.

Mr. RosenTHAL. Not necessarily a written approval, A return receipt
requested. That’s all T want.

All T want to do is to make sure that these messages are being de-
livered; is that a difficult assignment ?

Ms. Anmap. That can be done by our embassies simply reporting
back that they informed such and such

Mr. RoseNTHAL. What is wrong with doing that?

Ms. Aumap. Nothing, sir.

Mr. RosextrAL. Could you get a little book and say that on the 15th
we sent it and on the 18th they told us they got it? Could that be done
by two people—or by one person ¢

Ms. Amarap. Tt could be done, or it could be done by the officer deliv-
ering it in person and reporting back by cable that he had done so.

Mr. RosexTHAL. And he wouldn’t have to go through this Bureau of
Oceans and Environmental and Scientific Affairs and stop wasting
their time.

Why are export policy people concerned with this? You said it has
an impact.

Ms. Anyap, Some of the possibilities which the interagency group
is considering we do have to serutinize carefully with respect to the
possible burdensome nature which might impede exports of even non-
hazardous substances.

Mr. RosextraL. Do you think that it is possible that, for the sake
of discussion, there are some drugs that are so inherently dangerous
that notification is not necessary—that exports should be banned
altogether?

Do you think there is a possibility of that ?

Ms. Asrarap. That could be a possibility.

Mr. RosentHAL. Has it ever happened yet ?

Ms. Aryap. I'm not aware that it has.

Mr. RosenTHAL Like Kepone or dieldrin or any of those things that
do lots of damage to people.

Ms. Ansap. Mr. Chairman, T am not an authority on toxic sub-
stances or other hazardous products.

I think it was mentioned here in previous testimony—yesterday and
the day before—that you cannot generalize about all of them.

Some that are dangerous in one set of circumstances may not be in
another. Some that we might find totally unacceptable here are, in
fact, highly desired elsewhere for other reasons.

Mr. RosextaAL. Could you give an example?

Ms. Ammap, The contraceptive that was discussed here yesterday,
I believe would be an example.

Mr. RosexTHAL. That is highly desirable overseas?

Ms. Aumap. In certain countries, I am told that

Mr. RosexTaAL. Why is that ?

Ms. Aamap. Because of its effectiveness as a contraceptive where
they feel the needs are so great that the possible risks involved are
outweighed by the benefits.
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It is & judgment for them to make. I am not saying that T would
necessarily agree with it or that the Department of State would not
take a position of that nature. h 1

Mr. RosenTHAL. Does the Department of State keep a list with
every embassy of all banned products that are exported ?

Ms. Aunap. No.

Mr. RosextHAL. Why not?

Ms. Aryap. T don’t know that we have such a list.

As T mentioned in my testimony, we do not have any statistical in-
formation as to what banned products are, in fact, exported. That 1s
not a function our agency would normally carry out.

Mr. RosextaaL. How do you know if they are banned or not?

I still don’t understand what you do with relation to these hearings.

You are in the message center department?

Ms. Aamap. No. T am in the Department of State. I am in the Bu-
reau of Economic and Business Affairs.

Mr. RosexTHAL. What does that have to do with what we are talk-
ing about?

Ms. Aamap. And T am in the International Trade Policy part of
the Bureau of Economic and Business A ffairs.

Mr. RosextAL. And they have something to do with sending the
messages?

Ms. Auymap. We have only a peripheral interest in the notification
process. We are aware of if, and we do cooperate. The primary re-
sponsibility is not, however, in my Bureau.

My Bureau’s interest is largely in the proposals for export controls
or steps short of that.

Mr. RoseNTHAL. You were opposed to export controls.

Ms. Aramap. Across the board, yes.

Mr. Rosextrar. This is not a personal thing, but I am not sure I
know why you are here.

Ms. Amymap. T am here to answer your questions, sir.

Mr. RosexTHAL. I thought all the Department of State should do
would be to transmit these messages.

Ms. Anyap. Yes: and that we do.

Mr. RosextaaL. Rather ineffectively.

Ms. Amyap. We certainly transmit the messages as effectively as
our electronic system permits us. We can only fransmit messages
which we receive that are directed by the authoritative people who
know precisely what it is—not only that such and such an item has
been banned but the reasons therefor.

We do believe that foreign governments should be given the full-
. est possible information about circumstances leading to the action,
so that they may take, on a fully informed basis, whatever actions they
wish to take.

Mr. RosextaL, We are going to send a letter to Secretary Vance
asking Mr. Read to testify to see if we cannot develop a more effec-
tive and simple procedure for notification.

It seems to me that that is what should be done, and I guess Mr.
Read would be the man to put it together; right—just to send
messages ?

Ms. Aumap. We have no problem with sending messages, Mr.
Chairman.
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Mr. RosexTrAL. Well, they don't get delivered.

Ms. Amyap. That has been stated here. T cannot comment on that.

Mr. RosentHAL. Why does the Bureau of Oceans and Environmen-
tal and Scientific A ffairs have to send the messages?

Ms. Anmap. Does it make any difference to this subcommitttee
which office of the Department of State is designated ?

Mr. RosextraL. I would just like to find out who is doing it, and
how much it is costing, and how efficient it is, and how fast it is work-
ing, and things like that.

Ms. Amvap. We can get back to you, if you like, on the specifics that
you just mentioned.

Mr. Rosentmar. Thank you very much. We appreciate your
testimony.

Ms. Auyap. Thank you, Mr. Chairman.

Mr. RosentHAL. Our next witness is Mr. Rauer Mever, Director of
the Office of Export Administration, Department of Commerce.

Mr. Meyer, we are pleased to have you here. Please proceed.

STATEMENT OF RAUER H. MEYER, DIRECTOR, OFFICE OF EXPORT
ADMINISTRATION, BUREAU OF TRADE REGULATION, U.S. DE-
PARTMENT OF COMMERCE; ACCOMPANIED BY DANIEL E. COOK,
ASSISTANT T0O THE DIRECTOR, POLICY PLANNING DIVISION

Mr. Meyer. Thank you, Mr. Chairman.

I welcome the opportunity to appear on behalf of the Department
of Commerce to discuss U.S. policy regarding exports of items banned
for domestic use by U.S. regulatory agencies.

The Department of Commerce recognizes the need for the 11,8, ex-
port policy to reflect adequately the hazards that certain products
present to human health and safety.

At the same time we believe that the policy must strike a balance
between the sometime competing concerns of protecting the individ-
ual on the one hand and on the other hand of limiting the potential
economic burdens that certain restrictive export policies may cause.

To insure this balance, the Department. of Commerce. which is cur-
vently heading an interagency effort to develop new export expansion
measures, is workine closely with the Working Group on Hazardous
Substances Export, Policy. '

Such cooperation, we hope, will insure consistency between the ad-
ministration’s announced policy of encouraging exports and its efforts
fo develop a consistent and effective policy regarding exports of
hazardous substances.

The subcommittee has asked whether the Department of Commerce
has authority to control exports of items banned for domestic use by
other Government agencies ; and if not, why not.

The Department of Commerce’s authority to exercise control over
exports stems from the Export Administration Act of 1969, as
amended,

The act states that it is the policy of the United States to use exnort
controls for three primarv purposes: National security. foreign policy,
and short. supply—that is, to protect the economy from an excessive
drain of scarce commodities.
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To achieve these policies, the act authorizes the imposition of
controls on exports,

At the same time, however, it states that neither the act nor regula-
tions issued under the act may “be construed to require authority or
permission to export, except where required to effect the policies set
forth in this act.”

Thus, the Department of Commerce has no authority to restrict
exports of banned commodities, unless such restrictions are necessary
to further the aforementioned policies.

Two of the policy objectives—national security and short supply
are clearly irrelevant to the issue of hazardous product controls and
cannot justify controls over exports of hazardous substances.

The remaining policy objective, the furtherance of foreign policy,
1s the only potential basis in the act for restricting exports of such
commodities.

This policy provision calls for use of export controls “to further
significantly the foreign policy of the United States and to fulfill its
international responsibilities.”

In considering whether export controls are necessary in any partic-
ular circumstance for foreign policy reasons, we consult, of course,
wit.{l the Department of State, as the statute generally obligates us
to do.

The Department of Commerce has been asked by a regulatory agency
for assistance in controlling the export of a banned item on only one
occasion.

In June of 1977, the chairman of the Consumer Product Safety
Commission requested Secretary Kreps to control exports of Tris and
Tris-treated garments. The stated principal objective of the request
was to gain information on exports, rather than to prohibit them.

In that instance, we sought the foreign policy guidance of the De-
partment of State and were advised that controls on Tris and Tris-
treated garments were not necessary to further significantly the foreign
policy of the United States.

In short, under those circumstances, we lacked the statutory au-
thority to control exports in the case of Tris-treated garments.

The extent to which banned products are actually exported is by
and large difficult to establish.

I can tell you that in the first 4 months of this year, 11 million
pounds of DDT were exported from the United States to 20 foreign
countries, accordine to the Bureau of Census statistics.

But DDT is unique in that it is identified by a single schedule B
classification for statistical reporting purposes. It is the only com-
modity in that schedule B classification, and thus it is relatively easy
to determine the volume of exports.

Most banned products, however, are not as exclusively classified by
Census.

A prime example of the difficulty relates to garments treated with
Tris which would appear in different variations under a number of
classifications.

There are numerous entries in schedule B deseribing various gar-
ments in detail. My understanding is that the only garments actually
banned are children’s sleepwear.
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Schedule B has 16 entries for sleepwear. The entries describe the
sleepwear being exported as men’s, boys’, women’s, girls’, and infants’;
zlls made of cotton, wool, manmade, or other fibers; as knit or not

nit.

The categories do not identify whether the sleepwear being ex-
ported is children’s sleepwear treated with Tris.

The problem would be the same with most other banned products.

When the Consumer Product Safety Commission bans particular
models or types of toys, appliances, or other merchandise, for example,
those products are buried in a schedule B category that includes sim-
ilar, but not banned, products.

When the banned item is a component in a finished produet that is
not itself banned, the problem is compounded.

To identify banned products in export statistics would, therefore,
require extensive changes in the basic reporting reference, as well as
increased statistical reporting time and costs.

Even if it were feasible to devise a way to place banned products
in distinct reporting categories, the reliability of the export informa-
tion would be questionable.

Most banned products cannot be distinguished easily from similar
products that are not banned. Exporters on whom we would be solely
dependent for assignment of the proper schedule B number would,
in many instances, find it very difficult to make accurate judgments.

This concludes my statement, Mr. Chairman.

I would be pleased to answer your questions.

Mr. RosextHAL, Mr. Meyer, should the Export Administration Act
be amended to include export controls on banned products?

Mr. Mever. That, it seems to me, is a judgment that the adminis-
tration would have to make on the basis of what the working group
on hazardous substances export policy would

Mr. RosextHAL. Does the working group have that matter under
consideration ?

Mr. Mever. That general topic is one of the matters they are look-
ing at.

Mr. RosenTHAL. Does the Department of Commerce have a position
that they are espousing within the working group?

Mr. Mever. At this particular point in time, I don’t think the work-
ing group has come to any focus on this subject.

My opening remarks, T think, emphasized the need to strike a bal-
ance between protecting the individual on the one hand and limiting
the potential economiec burdens on the other.

Where consideration by this working group would come out. in
terms of striking that balance, I cannot say at this time.

Mr. RosexTran, We assume that if there was statutory authority or
mandate to restrict exports of banned produets, it would be used with
a great degree of caution and prudence.

Anybody who had the authority to do that would take into account
all the economic and safety considerations.

Mr. Mever. T would think that one of the basic questions that the
working group would address would be the question of whether notifi-
cation of foreign governments is adequate and appropriate or whether
it is inadequate and statutory controls should be imposed.

Mr. Rosextiar. Aside from Tris, how many times have you asked
the Department of State for foreign policy comments?
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Mr. Mever. We do that fairly often but not in this area.

Mr. RosexTHAL. In other types of areas?

Mr. Mever. Oh, yes.

Mr. RosenTHAL, Like national security areas?

Mr. Meyer. No. On foreign policy concerns.

Mr. RosexTHAL. Are you a member of the working group yourself?

Mr. Mever. I am not ; Commerce is represented.

Mr. RosextHan. Who is the Department of Commerce repre-
sentative?

Mr. Mever. I am not sure. We would have to supply that to you.

Mr. RosextHAL. Would you please?

[ The material referred to follows:]

Lawrence Lasoff, Special Assistant to the Assistant Secretary for Industry and
Trade Administration.

Myr. RosextHAL. Thank you very much,

The subcommittee stands adjourned.

[ Whereupon, at 10:50 a.m., the subcommittee adjourned, to recon-
vene subject to the call of the Chair. ]
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